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Australian National
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Canberra ACT
18 November 2010

Dear Mr President
Dear Mr Speaker

The Australian National Audit Office has undertaken an independent
performance audit in the Food Standards Australia New Zealand in
accordance with the authority contained in the Auditor-General Act
1997. | present the report of this audit, and the accompanying brochure,
to the Parliament. The report is titled Food Standards Australia New
Zealand.

Following its tabling in Parliament, the report will be placed on the
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Yours sincerely

= A

lan McPhee
Auditor-General
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Glossary and Abbreviations

ACCC
ANAO

Application

Application
Handbook
(Handbook)

APVMA
AQIS
CAC Act
COAG
Code

Codex

DoHA

Food Standards

Development
Work Plan
(Work Plan)

FRSC

Australian Competition and Consumer Commission
Australian National Audit Office

An application to vary the Australia New Zealand Food
Standards Code may be submitted to FSANZ by a person or
body.

The Handbook provides the essential information required
to make an application.

Australian Pesticides and Veterinary Medicines Authority
Australian Quarantine and Inspection Service
Commonwealth Authorities and Companies Act 1997

Council of Australian Governments

Australia New Zealand Food Standards Code

The Codex Alimentarius Commission—develops
internationally recognised food standards, guidelines and
related texts such as codes of practice under the Food
Standards Program of the Joint Food and Agriculture
Organisation and the World Health Organisation.

Department of Health and Ageing

The Work Plan lists all applications and proposals, both
current and future, their categories and timeframes for
assessment

The Food Regulation Standing Committee provides policy
advice to the Australia and New Zealand Food Regulation
Ministerial Council (Ministerial Council).
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FSANZ

FSANZ Act

Incident

ISC

Jurisdictions

Ministerial
Council

NZFSA
OBPR

Parliamentary
Secretary

Proposal

Food Standards Australia New Zealand

Food Standards Australia New Zealand Act 1991
(amended 2002, 2007)

A food incident may present a public health and safety risks
and can arise from issues such as a food containing
contaminants or food being subjected to inappropriate
hygiene practices.

FRSC’s Implementation Sub Committee which coordinates
the activities of the States and Territories to implement and
enforce the Code.

The State and Territory governments and local councils in
Australia; and New Zealand through the New Zealand Food
Safety Authority.

The Australia and New Zealand Food Regulation Ministerial
Council which comprises Health Ministers from all
Australian states and territories, the Australian and New
Zealand Governments, as well as other Ministers from
related portfolios where these have been nominated by their
jurisdictions.

New Zealand Food Safety Authority
Office of Best Practice Regulation

Prior to 14 September 2010, the Parliamentary Secretary for
Health

Since 14 September, 2010 the Parliamentary Secretary for
Health and Ageing

FSANZ may prepare its own proposals to consider changes
to the Code. Proposals are also used by FSANZ to adopt
changes to Maximum Residue Limits in the Code.
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Recall A recall is an action taken to remove from distribution, sale
or consumption, food which may pose a health and safety
risk to consumers.

Sanitary and sanitary —food health;
Phytosanitary phytosanitary —animal and plant health
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Summary

Introduction

L Australia’s international and domestic reputation for producing high
quality food is supported by a 2008 international study that ranked Australia
fourth in the world for food safety performance.! Australian consumers expect
that governments, producers and suppliers will maintain the safety of food
and ensure its quality and availability whether it is domestically produced or
imported.

2, Food regulation is an important public function for the primary
purpose of avoiding food-borne illnesses, and the associated costs for
individuals and the community. These costs include medical costs, lost
productivity, business disruptions resulting from food recalls, decreased sales
and possible legal costs. A Department of Health and Ageing (DoHA) report in
March 2006 estimated that the total annual cost, in 2004 prices, of food-borne
illnesses was $1.2 billion.

3. Food regulation in Australia and New Zealand is designed to provide:
an effective, transparent and accountable regulatory framework within which
the food industry can work efficiently; the provision of adequate information
relating to food to enable consumers to make informed choices; and the
establishment of common rules and harmonisation between domestic and
international food regulatory measures while maintaining public health and
protecting consumers. 2

Australia and New Zealand: a bi-national approach

4. Australia and New Zealand harmonised food standards in 1983 as part
of the Australia New Zealand Closer Economic Relations Trade Agreement. In 1995
the Joint Food Standards Treaty between Australia and New Zealand committed
both countries to a single set of food standards and a bi-national agency, then
the Australia New Zealand Food Authority, to develop those standards.

5. In November 2000, the Council of Australian Governments (COAG)
agreed to a new food regulatory system in response to the recommendations of

' Food Safety Performance World Ranking May 2008, Dr. Sylvain Charlebois, Dr. Chris Yost, p.15.
2 These are the objects of the FSANZ Act.
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the Food Regulation Review (the Blair Report). The Food Standards Australia
New Zealand Act, 1991 (FSANZ Act) was consequently amended in 2001 to
reflect the new co-operative bi-national system for food regulation. The
amendments also established Food Standards Australia New Zealand
(FSANZ) as the new statutory authority to develop and maintain food
standards for the production, processing and sale of food in, or from, Australia
and New Zealand.

Food Standards Australia New Zealand

6. FSANZ is an Australian Commonwealth statutory authority
established under the FSANZ Act. It is part of the Australian Government’s
Health and Ageing portfolio with the Parliamentary Secretary to the Minister
for Health and Ageing having portfolio responsibility.

7. FSANZ has offices in Canberra and Wellington, New Zealand and
employs 145 staff in multi-disciplinary teams. FSANZ’s total revenue for
2009-10 was $22.5 million.

8. FSANZ'’s role is to provide expert advice on food based on the best
available science. It develops and varies food standards to be included in the
Australia New Zealand Food Standards Code (Code) which are approved by
the FSANZ Board and subject to review by the Australia and New Zealand
Food Regulation Ministerial Council (Ministerial Council). When it develops or
amends food standards, FSANZ must have regard to Ministerial Council
policy.

9. The Ministerial Council comprises Health Ministers from all Australian
States and Territories, the Australian and New Zealand Governments, as well
as other Ministers from related portfolios where these have been nominated by
their jurisdictions. Once the Ministerial Council process is finalised, the
variations to the Standards are gazetted and then automatically adopted by
reference under food legislation of the Commonwealth of Australia, the
Australian States and Territories and New Zealand.

10. Although FSANZ develops food standards, responsibility for ensuring
compliance with these standards for domestically produced or imported food
rests with local government and State and Territory Governments in Australia
and the New Zealand Government.

11. FSANZ may conduct scientific research in support of its own proposals
but it does not conduct scientific research for paid or unpaid applications.
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Summary

Consequently, it requires applicants to provide data to support their
applications. The quality of this data is important to FSANZ to support its risk
assessments and for accountability purposes because stakeholders need to
know the extent to which they can rely on the data that underpins FSANZ's
food regulations.

12. FSANZ has a range of other functions under the FSANZ Act including
facilitating harmonisation of State and Territory laws relating to food, and
national coordination of food surveillance, incidents and recalls.

Developing and amending food standards

13. Section 18 of the FSANZ Act sets out FSANZ’s objectives (in
descending priority order) in developing food regulatory measures and
variations of food regulatory measures as:

. the protection of public health and safety; and

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

J the prevention of misleading or deceptive conduct.’

14. When FSANZ develops or amends a standard it must meet these
legislated objectives.

15. Food standards are developed or amended in response to applications
by a body or person, and proposals developed by FSANZ.

16. Applications are subject to a two-part assessment process to determine
whether: the application is accepted?; and a standard should be developed or
amended®, both of which have legislated timeframes.® FSANZ must commence
consideration for paid applications as soon as a fee is paid which, in practice,
results in compression of the timeframe between the two parts of the
assessment process.

17. FSANZ develops its own proposals to address: major clarification,
corrections or reviews of the Code; changes to COAG or Government policy

®  Food Standards Australia New Zealand Act 1991, section 18 (1).

4 FSANZ refers to this process as the administrative assessment.

®  FSANGZ refers to this process as the consideration period.

The time to develop any consequential standard is included in the timeframe.
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(for example, removing trade restrictions); a policy guideline from the
Ministerial Council or Food Regulation Standing Committe; and public
submissions.”

18. The FSANZ Act provides that FSANZ must develop a three year
forward plan including all applications and proposals, and that paid
applications ‘must not” displace unpaid applications or proposals listed on that
plan.

Regulated timeframes

19. The FSANZ Act specifies the objectives FSANZ must meet when it
develops and amends food standards. While the focus is on satisfying
consumer protection matters, FSANZ must also have regard to “the desirability
of an efficient and internationally competitive food industry’.®

20. The main aim of the 2007 legislative reforms was to streamline
FSANZ’s application procedures and enhance the efficiency of the regulatory
process. Under the previous legislation, all applications received by FSANZ
were subject to the same processing requirements, regardless of their
complexity. The 2007 legislative amendments introduced processes which
reduced legislated timeframes for most applications.

21. Previous legislative changes were to allow an applicant to pay a fee for
FSANZ to develop or amend a standard that could give the applicant a
competitive advantage. An applicant may also pay a fee to expedite the
consideration of an application. The legislative changes that have been
introduced since 2000 are designed to enable industry to have its applications
dealt with more rapidly and to overcome what was seen as an impediment to
an efficient and competitive food industry.

Cost-model

22, FSANZ charges fees for applications based on the expected
consideration period® at the determined level of complexity. For the three years
from 2007-08 to 2009-10, FSANZ received $1.669 million in fees for paid

7 FSANZ has publicly advised it considers proposals in similar timeframes to applications although
proposals are not bound by a legislated timeframe.
Food Standards Australia New Zealand Act 1991, section 18.

The consideration period commences when a fee is paid and ends when the FSANZ Board approves or
rejects the new or amended standard.
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Summary

applications which comprised 2.8 per cent, 1.8 per cent, and 3 per cent
respectively of FSANZ’s revenue. In the same period, paid applications
accounted for 94 per cent of the food standards that had been incorporated into
the Code.

23. As well as processing applications, FSANZ staff regularly spends
additional time providing pre-application guidance and ongoing advice to
assist in the preparation of applications with further advice provided if the
application is initially incomplete or rejected. Although this contributes to a
successful relationship with the applicant and applications meeting FSANZ’s
requirements, the additional time is not included in the fee, so is not
recoverable.

Audit objectives and scope

Objective

24. The objective of the audit was to assess FSANZ'’s administration of its
food standard functions, as specified in the Food Standards Australia New
Zealand Act, 1991 (last amended 2007).

25. Particular emphasis was given to whether:

. FSANZ’s performance management and reporting provided effective
support and ensures accountability;

. FSANZ effectively administered its food standard development and
variation function, including its stakeholder management; and

. FSANZ effectively monitored the implementation of its standards and
coordinates relevant jurisdictions to address market failures.

Scope

26. The scope of the audit included FSANZ’s: development and
amendment of food standards; coordination and surveillance activities;
coordination of food incidents and recalls; provision of information to
consumers; and supporting corporate processes. The scope of this audit did
not include the bodies primarily involved in food regulation policy or the
bodies responsible for the implementation, compliance and enforcement of the
standards.
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Methodology

27. In order to form an opinion against the audit objective the ANAO:
examined policy documents, guidelines, procedures, operational documents
and reports; stakeholder surveys, files, records, systems and publications; and
interviewed FSANZ staff and the Board Chair.

28. To determine whether regulated timeframes had been met the ANAO
also reviewed and analysed: 16 proposals (the oldest had commenced in 2002)
included on the February 2010 Food Standards Development Work Plan; and
all of the 47 applications that had undergone an initial assessment, received by
FSANZ between 1 October 2007 and 30 June 2010.

29. To determine whether applications had met FSANZ’s mandatory
requirements, the ANAO also reviewed the information provided by
applicants to support 15 applications, and the relevant assessment reports
produced by FSANZ. Ten of these applications were accepted and five were
rejected after completion of the first part of FSANZ’s two-part assessment
process.

30. The audit forms part of the ANAO's strategic focus on regulators
within the Health and Ageing portfolio.

Overall conclusion

31. Over time, Australian and New Zealand Governments have committed
to reducing the regulatory burden on businesses within the food industry,
without compromising public health and safety. Recent amendments to food
legislation have focused on maximising the efficiency of processing
applications to change or amend the joint Australia New Zealand Food
Standards Code (the Code) and avoiding unnecessary compliance costs, while
protecting consumers. In this environment, the role of Food Standards
Australia New Zealand (FSANZ) is to develop food standards (regulations)
based on the best available scientific evidence which FSANZ requires
applicants to provide for paid and unpaid applications. FSANZ has advised
that it researches and collates available evidence when it develops a proposal.

32. FSANZ is a relatively small agency operating in a complex
multi-jurisdictional environment and has used the resources available to it to
meet most of its key responsibilities and, over time, complete a large
component of its annual work program. Although FSANZ actively engages
stakeholders, there is a broad range of views held by FSANZ'’s stakeholders as
to the direction and appropriateness of food standards. Against this
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Summary

background, an important consideration for FSANZ is being able to report
more fully on its effectiveness in developing food standards including;:

J developing performance indicators to identify: FSANZ’s contribution
to its single Outcome: a safe food supply and well-informed consumers in
Australia and New Zealand;

. documenting how FSANZ takes into consideration its legislative
objectives when it develops or amends food standards; and

. the approach being taken by FSANZ to manage a recognised
non-compliance issue, that is, the processing of paid versus unpaid
applications and proposals using FSANZ’s current resources.

33. FSANZ also has a role in monitoring food standards across Australia
and, given that this function is undertaken in consultation with the Australian
jurisdictions, FSANZ has successfully managed its coordination role including:
coordinating the collection of data on monitoring and surveillance activities;
coordinating responses to major food incidents; and developing stakeholder
education activities.

Performance indicators

34. In planning to meet its overall Outcome, FSANZ operates in an
environment where consumer and industry groups hold different views on the
degree of regulation required in the food industry. In addition, the
multi-jurisdictional nature of FSANZ’s operating environment requires it to
work with a range of entities, including State and Territory food regulation
enforcement agencies.

35. In order to progress the achievement of its intended Outcome, a
priority for FSANZ is to manage these strategic relationships and associated
risks. Currently, FSANZ'’s effectiveness measures for its Outcome focus on one
of its three Major Activities: Effective evidence-based food standards. For FSANZ to
be in a position to determine its contribution to a safe food supply and
well-informed consumers, it should develop and make use of appropriate
effectiveness indicators for its other two Major Activities: Protect health and
safety, and Citizen and stakeholder engagement. The resulting measures would
assist in conveying FSANZ'’s role more effectively to stakeholders and provide
a basis for a better understanding of the progress being made in achieving its
Outcome.
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Setting food standards: FSANZ’s consideration of legislative objectives

36. To progress its overall Outcome, FSANZ must meet its legislated
objectives when it develops or amends food standards. These are set out in
section 18 of the FSANZ Act: ‘the protection of public health and safety; and
the provision of adequate information relating to food to enable consumers to
make informed choices; and the prevention of misleading or deceptive
conduct’. While FSANZ advised that it does take into account its legislated
objectives when it considers applications and proposals, information on how
the objectives were considered is not included in FSANZ’s assessment reports.

37. An approach for FSANZ to demonstrate how it meets its legislated
objectives when it develops food regulatory measures would be to include
more explicit information in its assessment reports for all applications and
proposals that explains how the three objectives were considered. Monitoring
and reporting how FSANZ's three objectives were considered at the
application and proposal level could then be consolidated to enable broader
reporting against FSANZ’s Outcome, and be an effective way of
communicating to stakeholders the breadth of work that is involved in setting
food standards.

Setting food standards: FSANZ’s approach to prioritisation

38. Over time, the Australian Government has committed to reducing the
regulatory burden on Australian businesses and not-for-profit organisations
within the food industry, without compromising public health and safety.
Changes to the Food Standards Australia New Zealand Act, 1991 (FSANZ Act) in
2007 reflected this approach and made provision for applicants to pay a fee if
they wished to expedite the consideration of an application. These changes to
the FSANZ Act were designed to enable industry to have its applications dealt
with more rapidly and to promote an efficient and internationally competitive
food industry.

39. However, the FSANZ Act also requires that assessment of paid
applications must not displace the development of, or variation to, any other
food regulatory measure in a three year plan (Work Plan). This requirement
means that FSANZ must respond in a timely way to paid applications, while
not compromising its ability to respond to unpaid applications or to generate
its own proposals to develop or amend food standards.
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40. Of the 48! applications received between 1 October 2007 and
30 June 2010, FSANZ met the timeframe to assess whether to accept or reject
the application. The timeframe for FSANZ to subsequently consider an
application was met for nine paid applications, with five of these being
completed one month or more ahead of schedule. Of the 12 paid applications
that were not finalised, three were already exceeding the planned timeframe.
Over the same period, FSANZ delayed the commencement of two unpaid
applications and three proposals, and had commenced consideration for only
one of the 14 unpaid applications received.

41. This trend highlights that FSANZ manages its Work Plan by
prioritising paid applications, followed by unpaid applications and proposals.

42. FSANZ has advised that although resource constraints have limited its
ability to meet the legislated requirement that paid applications must not
displace other food regulatory measures in its three year Work Plan, it now
identifies in each Work Plan any applications or proposals that have been
displaced by paid applications. FSANZ also advised that it intends to report in
future annual reports its compliance against this requirement which will
improve the transparency associated with FSANZ’s prioritisation of its Work
Plan.

43. As indicated above, the capacity for FSANZ to suitably balance
competing priorities is influenced by its resourcing and approach to
prioritisation. Whereas FSANZ receives very little of its income from paid
applications, the bulk of its standards setting between 2007-08 and 2009-10,
resulted from paid applications.!! While all government agencies need to
balance their priorities with respect to available resources, any underlying
reasons for not being able to consistently comply with legislative requirements
should be examined. Many factors can influence an agency’s performance,
including workload, how resources are allocated to different functions and the
productivity achieved. Understanding these factors would better position
FSANZ to assess its current approach and, as necessary, discuss its resourcing
with government and stakeholders.

One of these applications was withdrawn by the applicant before the timeframe expired.

Although standard setting constitutes FSANZ’s major responsibility it also carries out a number of other
activities such as coordinating: food incidents; recalls; monitoring and surveillance; and education and
providing information to stakeholders.
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44. FSANZ has stated that owing to resource constraints, it has also
considerably reduced its evaluation capability in terms of staff and activity.
FSANZ uses reviews and evaluations to identify gaps in the Code and assess
the effectiveness of existing standards. Generally, proposals were developed to
address these gaps and also allow FSANZ to set standards that may better
address their legislated objectives rather than relying on the particular interests
of each applicant. FSANZ has not yet assessed whether this reduction in
evaluation capability at the individual standard level will affect its evidence
base and risk assessments when introducing new food standards.

Monitoring food standards: FSANZ’s approach to addressing market failures

45. As well as its role in setting food standards, FSANZ has a number of
additional functions including: coordinating the collection of data on
monitoring and surveillance activities; coordinating responses to major food
incidents; coordinating food recalls; and developing stakeholder education
activities. While FSANZ is generally effective when it carries out these
additional functions, there are some matters outside of FSANZ’s control that
impact on the success of these activities.

46. An important role of FSANZ is to coordinate and monitor food recalls
within Australia in consultation with health authorities from the affected
State/s and Territory/s and the relevant sponsor (usually the product's
manufacturer or importer). Two trade recalls conducted by the affected States
and coordinated by FSANZ in 2009 raised concerns. In these two instances
sponsors reported that 55 per cent and 70 per cent of the potentially infected
products were not recovered from retail outlets because they could not be
traced, so may have been available to consumers.

47. FSANZ is working through food incident and recall protocols to
address traceability issues to prevent further products entering the market in
similar circumstances. In the interim, FSANZ could consider how it would
address recalls of a similar nature should they arise. This is particularly
important because the information that FSANZ provides to the Australian
Competition and Consumer Commission (ACCC) was used to satisfy the
Minister for Competition Policy and Consumer Affairs'? that recalls have been
conducted satisfactorily and that consumers are protected.

2" On 14 September 2010, the Treasurer became the responsible Minister.
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Key findings

Planning, risk management and performance information
(Chapter 2)

48. FSANZ’s stakeholder surveys have identified a number of strategic
risks including differing views on FSANZ'’s role and responsibilities. FSANZ
has recognised that a key risk is meeting the diverse and sometimes divergent
expectations of consumers, food businesses and public health groups.
Accordingly it has identified stakeholder relationships as a strategic
imperative, including developing appropriate performance measures, in its
2009-12 Corporate Plan. Such measures will assist FSANZ to place a greater
emphasis on managing risks at the strategic level.

49. FSANZ'’s program and major activities are intended to produce a stated
Outcome including a safe food supply and well-informed consumers in Australia and
New Zealand. An effective program is one that makes a difference in meeting
this Outcome. Currently, FSANZ’s effectiveness measures for its outcome
focus on one major activity: Effective evidence-based food standards. However,
FSANZ has not developed effectiveness measures for its two other major
activities: Protect health and safety and Citizen and stakeholder engagement.

50. In seeking to measure the performance of its program, FSANZ faces the
challenge of determining the specific contribution that its program makes
towards the achievement of broader government outcomes. Given that a range
of factors affect public health and safety, only some of which are under the
control of, or subject to the influence of, FSANZ, it is appropriate for FSANZ to
consider a range of supplementary measures to help explain its contribution to
broader government outcomes. Such measures include the use of contextual
trends and, although not as timely, information obtained through evaluations.

51. Historically, FSANZ has used reviews and evaluations to identify gaps
in the Code and assess the effectiveness of existing standards. Generally,
proposals were developed to address these gaps. Proposals also allow FSANZ
to set standards that may better address its legislated objectives rather than
relying on the particular interests of each applicant. However, owing to limited
resources, FSANZ has considerably reduced its evaluation capability in terms
of staff and activity. FSANZ has not yet determined whether this reduction in
evaluation capability at the individual standard level will affect its evidence
base and risk assessments when introducing new food standards.
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Setting food standards (Chapter 3)

52. In developing food regulatory measures and variations of food
regulatory measures, FSANZ must meet the legislated objectives set out in
section 18 of the FSANZ Act which in priority order are: (1) the protection of
public health and safety; (2) the provision of adequate information relating to
food to enable consumers to make informed choices; and (3) the prevention of
misleading or deceptive conduct.

53. The ANAO reviewed the assessment reports for 15 applications that
FSANZ had assessed against the legislated objectives. The results for the 15
applications were that: four did not address any objectives; 12 did not address
all or part of Objective 1; seven did not address Objective 2; and none of the
applications addressed Objective 3.

54. Overall, FSANZ’s assessment reports did not document an explicit
consideration of how the agency took into account the objectives of the FSANZ
Act when it developed or amended a food standard.

55. An approach for FSANZ to demonstrate how it meets its legislated
objectives when it develops food regulatory measures is to include more
explicit information in its assessment reports for all applications and proposals
that explains how the three objectives were considered. Monitoring and
reporting how FSANZ’s three objectives were considered at the application
and proposal level could then be consolidated to enable broader reporting
against FSANZ’s Outcome and be an effective way of communicating to
stakeholders the breadth of work that is involved in setting food standards.

56. FSANZ has developed the Food Standards Australia New Zealand
Application Handbook (the Application Handbook) to assist it to meet its
legislative obligations including assessment against the legislated objectives.
The Application Handbook is also used to inform applicants of the
requirements that must be met for an application to be accepted and for
FSANZ to develop or amend a standard.

57. Data quality is important to FSANZ internally to support its risk
assessments and externally for accountability purposes. This is because
stakeholders need to know the extent to which they can rely on the data that
underpins FSANZ'’s food regulations. However, the required supporting data
was often not provided by the applicants; and FSANZ did not consistently
document whether the requirements were met.
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58. FSANZ has a number of committees and reference groups that
contribute to the standards setting process. FSANZ also invites submissions
from interested parties as part of the standard setting process to allow for
comments that it states will be taken into account for the final assessments. The
expert groups contribute directly to the standards setting process. The
composition of the committees and reference groups also assists FSANZ to
manage, in part, varying stakeholder views.

Meeting regulated timeframes (Chapter 4)

59. Over time, the Australian Government has committed to reducing the
regulatory burden on Australian businesses and not-for-profit organisations
within the food industry, without compromising public health and safety.

60. One of the recent legislative changes was to allow an applicant to pay a
fee for FSANZ to develop or amend a standard that could give the applicant a
competitive advantage. An applicant may also pay a fee to expedite the
consideration of an application. These changes were designed to enable
industry to have its applications dealt with more rapidly and to overcome
what was seen as an impediment to an efficient and competitive food industry.

61. However, the FSANZ Act also requires that assessment of paid
applications must not displace the development of, or variation to, any other
food regulatory measure in a three year plan (the Work Plan).

62. Against these requirements, FSANZ met the timeframe to assess
whether to accept or reject all of the 48 applications received between
1 October 2007 and 30 June 2010. The timeframe for FSANZ to consider an
application was met for nine paid applications with five of these being
completed one month or more ahead of schedule. Of the 12 paid applications
that were not finalised, three were already exceeding the planned timeframe.
Only one of the 14 unpaid applications received in the same period had
commenced assessment.

63. This trend highlights that FSANZ prioritises industry applications over
proposals. Industry applications are also further prioritised if a fee is paid.

64. FSANZ has advised that it now identifies in its Work Plan, any
applications or proposals that have been ‘displaced” by paid applications and
that it intends to report in future annual reports its compliance against the
requirement that paid applications must not displace the development of any
other food regulatory measure in its Work Plan.
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Monitoring standards and addressing market failures (Chapter 5)

65. As well as its role in setting food standards, FSANZ has a number of
additional functions including: coordinating the collection of data on
monitoring and surveillance activities; coordinating responses to major food
incidents; coordinating food recalls; and developing stakeholder education
activities. FSANZ conducts these activities for Australia only and, while
FSANZ is generally effective when it carries out these additional activities,
there are some matters outside of FSANZ'’s control that impact on the success
of these activities.

66. FSANZ'’s collection of food surveillance data from public health units is
difficult to analyse and will remain so until the data are consistently collected
by the State and Territory jurisdictions.

67. FSANZ coordinates and monitors food recalls within Australia in
consultation with health authorities from the affected State/s and Territory/s
and the relevant sponsor (usually the product's manufacturer or importer).
Recalls are carried out at either a trade or consumer level. A trade recall
recovers the product from distribution centres and wholesalers. A consumer
recall recovers the product from all points including from consumers.

68. The ANAO reviewed two trade recalls that highlighted issues of
concern. The sponsor’s report on the recall of semi-dried tomatoes potentially
infected with Hepatitis A noted that 70 per cent of the fruit was not recovered.
The sponsor’s report for a recall of paw paws infected with a bacterial skin
contamination noted that 55 per cent of the infected fruit was not recovered.

69. A more rigorous approach to assess actions detailed in sponsors’
reports would assist FSANZ to determine whether the most appropriate action
had been taken to reduce risks to consumers. FSANZ is working through food
incident and recall protocols to address traceability issues to prevent further
products entering the market in similar circumstances. In the interim FSANZ's
treatment of possible recalls of a similar nature is particularly important as the
information that FSANZ provides to the ACCC is used to satisfy its Minister
that a recall has been conducted satisfactorily and that consumers were
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protected. Additionally, the requirement for consumers to be advised only
applies to a consumer recall and not a trade recall.’

Summary of agency response

70. The following comments are a summary of FSANZ’s response to the
audit. The full response is at Appendix 1.

71. FSANZ welcomes the opportunity to respond to this draft report. The
draft report is a useful and informative analysis of FSANZ'’s approach to its
primary function of developing and reviewing food standards contained in the
Australia New Zealand Food Standards Code. The audit has identified a
number of areas where FSANZ'’s administration of its food standards function
could be enhanced, particularly in respect of the currency of the agency’s
publicly available information and the transparency of the agency’s reporting.
The audit also provided a good outline of the complex regulatory environment
within which FSANZ operates and the many challenges that this brings for a
small agency with limited resources.

72. FSANZ agrees with the three recommendations contained in the report.
We are already well advanced in our work to address Recommendation 1
(Performance Indicators) and have commenced work to develop and
implement the enhancements necessary to address Recommendation 2
(Legislative Objectives) and Recommendation 3 (Food Standards Development
Work Plan). FSANZ also notes that a number of matters in regard to the
agency’s role in coordinating national food recalls have been raised. FSANZ
will work with the jurisdictions to facilitate improved systems for traceability
and recovery of products that may be the subject of a food recall.

3 Although there was no requirement for consumers to be notified there was extensive media coverage on

the potentially infected tomatoes and media releases by state government health departments. For the
second incident the state health department notified the public about the infected paw paws and
provided information on how to treat the fruit to prevent illness.
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Recommendations

Recommendation
No. 1

Para 2.62

Recommendation
No. 2

Para 3.24

For FSANZ to be in a position to better determine its
contribution to a safe food supply and well informed
consumers in Australia and New Zealand, the ANAO
recommends that FSANZ:

° finalises its performance information and
evaluation framework, including developing
effectiveness indicators for monitoring the
contribution of its program in meeting FSANZ's
stated Outcome; and

J report in its Annual Report against its statutory
objects and functions, including its legislated
requirements relating to the prioritisation of its
Work Plan.

FSANZ response: Agreed

To better enable FSANZ to assess whether it is meeting
the legislated objectives set out in section 18 of the
FSANZ Act when it develops food regulatory measures
(that is, the protection of public health and safety; and
the provision of adequate information relating to food to
enable consumers to make informed choices; and the
prevention of misleading or deceptive conduct), the
ANAO recommends that FSANZ:

. includes more explicit information in its
assessment reports for all applications and
proposals that explains how the three objectives
were considered; and

J uses this information to internally monitor
FSANZ’s consideration of the three objectives at
the application and proposal level and, over time,
report trends more broadly.

FSANZ response: Agreed
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Recommendation
No. 3

Para 4.41

Recommendations

To improve the transparency of the approach being
taken by FSANZ to prioritise its Work Plan, the ANAO
recommends that FSANZ:

assess options to obtain a more appropriate
balance between meeting the regulated
timeframes for paid applications while also
complying with the legislative requirement that
paid applications must not displace unpaid
applications or proposals in its Work Plan; and

publicly reports its compliance with this
legislated requirement.

FSANZ response: Agreed
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Audit Findings
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1. Background and Context

The food regulatory framework and FSANZ’s responsibilities within it are identified in
this chapter. The audit objective, scope and methodology are also outlined.

Introduction

1.1 Australia’s international and domestic reputation of producing high
quality food is supported by a 2008 international study that ranked Australia
fourth in the world for food safety performance.'* Australian consumers expect
that governments, producers and suppliers will maintain the safety of food
and ensure its quality and availability whether it is domestically produced or
imported.

1.2 Food regulation is an important public function. One of the main
purposes is to avoid food-borne illnesses and the associated costs for
individuals and the community. These include medical costs, lost productivity,
business disruptions resulting from food recalls and decreased sales,
investigating and treating resulting illness and possible legal costs.

1.3 A Department of Health and Ageing (DoHA) report for calendar
year 2008 estimated that 5.4 million cases of food-borne illness occur annually
in Australia with a total annual cost of $1.2 billion. For that same period, food
was suspected or confirmed as the mode of transmission for 104 major
outbreaks of gastrointestinal illness, affecting a reported 1454 people which
resulted in 96 hospitalisations and 11 deaths.

1.4 Food regulation in Australia and New Zealand is designed to provide:
an effective, transparent and accountable regulatory framework within which
the food industry can work efficiently; the provision of adequate information
relating to food to enable consumers to make informed choices; and the
establishment of common rules and harmonisation between domestic and
international food regulatory measures while maintaining public health and
protecting consumers.

'Y Food Safety Performance World Ranking May 2008, Dr. Sylvain Charlebois, Dr. Chris Yost, p.15.
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Australia and New Zealand: a bi-national approach

1.5 Australia and New Zealand harmonised food standards in 1983 as part
of the Australia New Zealand Closer Economic Relations Trade Agreement. In 1995
the Joint Food Standards Treaty between Australia and New Zealand committed
both countries to a single set of food standards and a bi-national agency to
develop those standards.

1.6 In November 2000, the Council of Australian Governments (COAG)
agreed to a new food regulatory system in response to the recommendations of
the Food Regulation Review (the Blair Report), including the establishment of
a new standards making body.

1.7 The Food Standards Australia New Zealand Act, 1991 (FSANZ Act) was
amended in 2001 to reflect the new co-operative bi-national system for food
regulation. The amendments also established Food Standards Australia New
Zealand (FSANZ) as the new statutory authority to develop and maintain food
standards for the production, processing and sale of food in, or from, Australia
and New Zealand.

1.8 Underpinning the food regulation system in Australia is the Food
Regulation Agreement, 2008. This agreement commits all Australian State and
Territory governments to a national system of food regulation. The Model Food
Act, 2002, is the legislation that determines how the jurisdictions®™ should
adopt and implement the food standards developed by FSANZ. This is aimed
at achieving consistency within the jurisdictions. The overall regulatory system
comprises the following elements:

. developing policy —food regulation policy is developed by DoHA; and
the Food Regulation Standing Committee (FRSC) which coordinates
policy advice to the Australia and New Zealand Food Regulation
Ministerial Council (Ministerial Council);

J setting standards—FSANZ develops and maintains standards
contained in the joint Australia New Zealand Food Standards Code (the
Code); and

% The jurisdictions are the State and Territory governments, local councils in Australia where applicable
and New Zealand through the New Zealand Food Safety Authority (NZFSA).
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J implementing and enforcing standards—implementation, compliance
and enforcement of the standards is the responsibility of the State and
Territory governments, and many local governments in Australia; and
where applicable the New Zealand Food Safety Authority (NZFSA).

Ministerial Council

1.9 The Ministerial Council comprises Health Ministers from all Australian
States and Territories, the Australian and New Zealand Governments, as well
as other Ministers from related portfolios where these have been nominated by
their jurisdictions. It is primarily responsible for the development of domestic
food regulatory policy and the development of policy guidelines for setting
domestic food standards. The Ministerial Council also determines whether to
adopt, amend, or reject standards or to request that standards be reviewed.

1.10  Once the Ministerial Council approves amends or rejects a standard,
the variations to the Standards are gazetted and then automatically adopted by
reference under food legislation of the Commonwealth of Australia, the
Australian States and Territories and New Zealand.

The Australia New Zealand Food Standards Code

111  The Code is the collection of individual food standards. Standards on
related matters are grouped together into Parts, which in turn are collected
together into four Chapters. These are detailed in Figure 1.1.

Figure 1.1

The Australia New Zealand Food Standards Code

Australia New Zealand Food Standards Code
I

v \ 4 A 4 v

Chapter 1 Chapter 2 Chapter 3 Chapter 4
General Food Standards Food Product Standards Food Safety Standards Primary Froduction
Standards
Standards applying to all foods Standsids applying ta Standards applying to food .
in regard to such matters as particular clagses of foads (for hygiens in Australia (including Standaids applying ta primary
labelling, substances added 1o example cereals, meat, eggs, requirements for food PFOdITICllon and D'OCSS_-"_'nQ_fOF
food, comaminants, residues fiuit, vegetables, edible ails premises and equipment, as agricultural commod|t|es in
and microbiological and and alcoholic beverages) well as safety programs) Australia
processing raquirements

Source: ANAO analysis of FSANZ documents
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112 Amendments to the Code are gazetted throughout the year. Gazette
Notices are published in the Food Standards Gazette and registered as a
Federal Legislative Instrument in Australia. The Notice is also published as
part of the New Zealand Gazette which brings amendments to the Code into
Commonwealth legislation.

1.13  The mechanism to give legislative force to the standards (which are set
out in the Code) is by the Australian States and Territories and the New
Zealand Governments adopting the Code into their own Food Acts.

Food Standards Australia New Zealand

Legislative framework

1.14 FSANZ is a statutory authority subject to the Commonwealth Authorities
and Companies Act 1997 (CAC Act). It was established as the new joint food
standards body on 1 July 2002, under the FSANZ Act.'® The object of the Act is
to:

ensure a high standard of public health protection throughout Australia and
New Zealand by means of the establishment and operation of a joint body to
be known as Food Standards Australia New Zealand to achieve the following
goals:

- a high degree of consumer confidence in the quality and safety
of food produced, processed, sold or exported from Australia
and New Zealand;

- an effective, transparent and accountable regulatory
framework within which the food industry can work
efficiently;

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

- the establishment of common rules for both countries and the
promotion of consistency between domestic and international
food regulatory measures without reducing the safeguards
applying to public health and consumer protection.

'®  The National Food Authority was the first separate body to set food standards under the FSANZ Act in

1991, but was replaced by Australia New Zealand Food Authority in 1996.
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115 Although it has no law enforcement functions FSANZ provides
assistance to jurisdictions to help ensure consistency in enforcement. FSANZ
also has an extensive range of related statutory functions such as: develop
codes of practice; develop guidelines; promote consistency with international
standards; and facilitate the harmonisation of state and territory food law.

FSANZ structure and Board

1.16 FSANZ is part of the Australian Government’s Health and Ageing
portfolio with the Parliamentary Secretary for Health and Ageing having
portfolio responsibility. The Authority has offices in Canberra and Wellington,
New Zealand and employs 145" staff in multi-disciplinary teams that work on
risk assessment and risk management across: microbiology, toxicology, food
technology, dietary modelling, nutrition, food surveillance, the law,
communication, social sciences, economics and administration. The
organisation chart for FSANZ is at Figure 1.2.

" In this report, all references to staff numbers are based on full time equivalency.
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Figure 1.2

FSANZ’s Organisation Structure

FSANZ Board
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Source: ANAO analysis of FSANZ documents

FSANZ Board

117 The FSANZ Act establishes a twelve member board comprising eleven
non-executive members and the FSANZ Chief Executive Officer (CEO). The
non-executive members are appointed by the Parliamentary Secretary in
consultation with the Ministerial Council. Board members have expertise
covering a number of areas including public health, science, nutrition, food
allergy, safety,
production, industry, processing or retailing, trade, regulation, consumer

microbiology, food biotechnology, veterinary science,
rights and consumer affairs policy, the National Health and Medical Research

Council and the public sector.
1.18 The Board is charged with setting the culture and strategic directions
for the agency, while the CEO manages the day-to-day operations.
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Revenue

1.19 FSANZ's total revenue for 2009-2010 is detailed in Table 1.1.
Table 1.1

FSANZ'’s revenue for 2009-2010

Funds from Government 19 566
Interest 342
Sale of goods and services (paid applications from industry) 680
Fee for service (international) 327
Other funding from Government 109
Other 83
Services to the New Zealand Government 1423
Total Revenue 22 530

Source: FSANZ 2009-2010 audited Financial Statements

FSANZ'’s objectives in developing or reviewing food regulatory
measures

1.20 FSANZ’s objectives in developing or reviewing food regulatory
measures and variations of food regulatory measures, detailed in the FSANZ
Act, are “in descending priority order’:

- the protection of public health and safety; and

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

- the prevention of misleading or deceptive conduct.’s

1.21  When it develops food standards, FSANZ also considers the COAG
reform agenda, specifically the National Partnership Agreement to Deliver a
Seamless National Economy, 2008. The reform of food regulation involves
legislation, governance arrangements, uniform enforcement and setting or
modifying food standards.

' Food Standards Australia New Zealand Act 1991, section 18 (1).
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Stakeholders’ expectations

1.22  When it develops or amends food standards FSANZ must consider
divergent stakeholder views and the implications of issues that are often
outside of its control such as the food sector being influenced globally by:
demand for low cost food; more intensive food production methods, including
the genetic modification of plants; and industrialised food processing.
Additionally, consumer expectations around the safety and quality of food
continue to grow and that adequate information will be available when food is
purchased. Conversely, food businesses expect governments to minimise the
costs of any regulation and not impose any unnecessary requirements that
would inhibit production efficiencies and technological improvements,
meeting the aims of the COAG regulatory reform agenda.

Food standards development

1.23 FSANZ develops all domestic food standards based on what it
considers to be the best available science. The standards regulate the
composition and labelling of foods for sale in Australia and New Zealand. In
addition, FSANZ develops food safety standards for Australia only, to regulate
hygiene requirements for the preparation and handling of food. This was
extended to include the primary production aspect of the food chain, the
concept of regulation of food from “paddock to plate’.

1.24 The FSANZ Act provides that when it develops these standards,
FSANZ must also have regard to:

- the need for risk analysis using the best available scientific
evidence;

- consistency between domestic and international food
standards;

- the promotion of fair trading in food;
- an efficient and internationally competitive food industry; and

- Ministerial Council guidelines.

Implementation and enforcement of the Code

1.25 Under the Constitution, the States and Territories are responsible for
the implementation and enforcement of food standards and this often involves
local government. The Australian Quarantine and Inspection Service
implements the food standards for foods imported into, and exported from,
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Australia. The States and Territories adopt the Food Code into their own acts.
A key rationale for the national system is to consistently apply the code.

1.26  Within New Zealand, NZFSA is responsible for implementation and
enforcement. The New Zealand Government reserves the right not to adopt
certain standards.

Other FSANZ functions

1.27 FSANZ plays a key role in coordinating the management of food
incidents and recalls and providing advice on public health issues arising from
food.

1.28 FSANZ administers the National Food Incident Response Protocol to
coordinate major food safety incidents! that may have an impact on more than
one State or Territory. For example, FSANZ coordinated a major incident in
September 2008 after it became aware that Australia may have imported
Chinese infant formula that had been contaminated with melamine.

1.29 FSANZ also coordinates and monitors food recalls within Australia
only. Recalls occur in consultation between state and territory authorities and a
sponsor who is usually the product's supplier, for example, the manufacturer
or the importer. The FSANZ website shows that the number of food recalls in
Australia has fallen over the past four years from 86 in 2004 to 60 in 2009.2

1.30 FSANZ and other government agencies in Australia and New Zealand
monitor the food supply to ensure that it is safe, and that foods comply with
standards for microbiological contaminants, pesticide residue limits and
chemical contamination. FSANZ has a bi-lateral surveillance and enforcement
strategy and it acts as the central point for collection of food surveillance data
from public health units in Australia and New Zealand.

1.31 FSANZ also develops food education initiatives, including the
publication of information to increase public awareness of food standards and
food labels. Examples of the forms of communication currently used by
FSANZ include food safety videos, posters, fact sheets, newsletters and
webinars.

Major Food Safety Incidents can result in public health and safety risks among consumers and can also
cause widespread consumer concern and significant disruption to domestic and international trade.

2 This includes trade and consumer recalls that are detailed in Chapter 5 of this report. The statistics can

be found at: <http://www.foodstandards.gov.au/consumerinformation/foodrecalls/foodrecallstats.cfm>.
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International food regulation

132 The FSANZ Act provides that FSANZ must have regard to the
promotion of consistency between domestic and international food standards.

World Trade Agreements

1.33 The Codex Alimentarius?® Commission (Codex) is the international
food standards setting body recognised by the World Trade Agreements for
Sanitary and Phytosanitary Measures (SPS)?> and Technical Barriers to Trade
(TBT) as being the reference point for food standards applied in international
trade. The Australian Government is a signatory to both agreements. Australia
is also a member nation of Codex and FSANZ is directly involved in Codex
technical food standards committees.

Other international food regulators

1.34  The Quadrilateral Group (the Quads) is made up of food safety experts
from Australia, Canada, the United States and New Zealand. The Quads
provides a forum for discussing emerging issues and international best
practice standards as they affect the four countries, and offers support for
shared interests at Codex sessions.

1.35 Within New Zealand, the NZFSA is responsible for developing
domestic food regulatory policy. The NZFSA and FSANZ share
responsibilities for administering New Zealand’s food regulatory environment
for only the first two Chapters of the Code, although the New Zealand
Government reserves the right not to adopt certain standards.

1.36 FSANZ is developing and maintaining strong links with other leading
food regulatory agencies around the world. These include the United Kingdom
Food Standards Agency, the United States Food and Drug Administration,
Health Canada and the European Food Safety Authority. This collaboration
includes joint studies, incident response and communications on issues which
may have a bearing on Australia and New Zealand.

2 Codex Alimentarius is Latin for ‘food code’.

z ‘Sanitary and Phytosanitary’ means food safety and animal and plant health (World Trade Organisation

Basic Rules) at <http://www.wto.org/english/tratop _e/sps_e/sps_e.htm>.
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Audit objectives and scope

Objective

1.37  The objective of the audit was to assess FSANZ’s administration of its
food standard functions, as specified in the Food Standards Australia New
Zealand Act, 1991 (amended 2002, 2007).

1.38  Particular emphasis was be given to whether:

J FSANZ’s performance management and reporting provided effective
support and ensures accountability;

. FSANZ effectively administered its food standard development and
variation function, including its stakeholder management; and

. FSANZ effectively monitored the implementation of its standards and
coordinates relevant jurisdictions to address market breakdowns.

Scope

1.39 The scope of the audit included FSANZ’s: development and
amendment of food standards; coordination and surveillance activities;
coordination of food incidents and recalls; provision of information to
consumers; and supporting corporate processes. The scope of this audit did
not include the bodies primarily involved in food regulation policy or the
bodies responsible for the implementation, compliance and enforcement of the
standards.

Audit methodology

1.40 In order to form an opinion against the audit objective the ANAO:

. examined policy documents, guidelines, procedures, operational
documents and reports;

. interviewed FSANZ staff; and
. reviewed and analysed stakeholder surveys, files, records, systems and
publications.

The audit forms part of the ANAQ's strategic focus on regulators within the
Health and Ageing portfolio.

1.41 The audit was conducted in accordance with ANAO auditing
standards at a cost of $449 227.
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Structure of the Report

1.42
[ ]
[ ]

This report is structured as follows:

Chapter 2 — Planning, Risk Management and Performance Information;
Chapter 3 - Setting Food Standards;

Chapter 4 — Meeting Regulated Timeframes; and

Chapter 5 — Monitoring Standards and Addressing Market Failures.
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2. Planning, Risk Management and
Performance Information

FSANZ’s approach to planning, risk management and its use of performance
information to monitor and report progress against its objectives is examined in this
chapter.

Introduction

21 One of the main elements of sound governance is an effective planning
and reporting regime. Such a regime provides a framework within which an
organisation operates to achieve its objectives. Being clear on goals, allocating
responsibilities, setting timeframes and reporting against performance
indicators, provides the basis for assessing performance. Planning should also
address the risks to the successful achievement of stated objectives.

2.2 Within this context, the ANAO examined whether FSANZ had:

o an effective planning framework, including the consideration of
strategic risks;

o arrangements in place to engage with stakeholders to manage strategic
risks that have the potential to impede the achievement of its objectives;
and

. an appropriate performance information framework that supported

effective internal and external reporting.

FSANZ’s planning framework

2.3 FSANZ’s planning and reporting framework is provided in its
2009-2012 Corporate Plan. The framework details legislated and operational
plans, and the linkages to related plans. FSANZ also considers additional and
emerging issues in its planning processes such as the 2009 National Preventative
Health Strategy, the Government’s current Review of Food Labelling Law and
Policy and the Council of Australian Governments’ (COAG) reform agenda.
The COAG reform of food regulation involves legislation, governance
arrangements, uniform enforcement and setting or modifying food standards.
FSANZ’s planning and reporting framework is shown in Figure 2.1.
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Figure 2.1
FSANZ Planning and Reporting Framework
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Incorporating risk into planning processes

24 Managing risk involves systematically identifying, analysing and
mitigating risks which could prevent an agency from achieving its business
objectives. Risk management includes putting control activities and treatments
in place to manage significant risks facing an organisation and monitoring
their success in ameliorating identified risks. In the case of FSANZ a structured
and systematic approach to managing its strategic risks, would include:

. consideration of the former Parliamentary Secretary’s Statement of
Expectations, FSANZ’s Statement of Intent and its legislated objectives;
J the identification of strategic risks to meeting these objectives; and
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J incorporating and managing these risks within FSANZ'’s planning and
reporting processes.

Statements of Expectations and Intent

2.5 As a result of the Government’s acceptance of the recommendation of
the Review of the Corporate Governance of Statutory Authorities and Office
Holders (widely known as the Uhrig Review), Ministers are required to outline
their expectations of agencies in a public Statement of Expectations. Each
agency must then respond with a Statement of Intent which details how they
will fulfil the Minister’s expectations.

2.6 The former Parliamentary Secretary issued his first Statement of
Expectations to the FSANZ Board Chair on 10 August 2009. The Statement
outlines short and long-term requests to support the Government’s pursuit to
reduce the regulatory burden on Australian businesses and not-for-profit
organisations within the food industry, without compromising public health
and safety.

2.7 To meet this aim FSANZ has been asked to: align its work with the
Government'’s strategic directions and priorities; facilitate the harmonisation of
standards between jurisdictions to contribute to more consistent
implementation of standards; deliver final outputs ‘well within’ its legislated
timeframes; and conclude some long standing projects listed on its work plan.

2.8 FSANZ responded with its Statement of Intent on 17 September 2009.
FSANZ stated that while it commits to the suggested performance targets it
would not compromise quality of output for reduced timeframes. This is
particularly pertinent in respect of some of the more recent applications
relating to genetically modified food which are more complex and require
careful scientific evaluation. FSANZ also stated that it supported the
Australian and New Zealand Governments’ focus on deregulation.

Legislated objectives

2.9 FSANZ’s objectives when it develops or reviews food regulatory
measures and variations are detailed in the Food Standards Australia and New
Zealand Act, 1991 (FSANZ Act). They are, in priority order: the protection of
public health and safety; and the provision of adequate information relating to
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food to enable consumers to make informed choices; and the prevention of
misleading or deceptive conduct.

Strategic risks to meeting FSANZ’s objectives

210 Managing risk requires the design and implementation of procedures
that treat unacceptable risks. It is an ongoing process of deciding where to
apply resources that will reduce risks to a tolerable level. Agencies need to
identify the significant risks which may impact upon the achievement of their
goals and objectives, and have in place a risk management strategy to mitigate
their effect and/or treat them positively.

211  There are two main levels or categories of risk which are: strategic risks
including the concern that major strategic alternatives may be ill-advised given
an organisation’s external and internal circumstances, including environmental
risks such as political, economic and market factors; and operational risks
including compliance and process risks.

212 At the operational level, risk assessment and risk management are the
foundation of FSANZ'’s standard setting processes and its coordination of
incidents and recalls. In fact, FSANZ was highly commended in the
2009 ComCover Awards for Excellence in Risk Management for its publication
The Analysis of Food-Related Health Risks.

213 However, FSANZ does not formally identify, document, assess and
manage its risks at the strategic level. While FSANZ will need to undertake its
own risk assessments that reflect its operating environment, the ANAO notes
that a number of strategic risks that FSANZ faces were identified in responses
to stakeholder surveys. These include: differing views on FSANZ’s objectives
and meeting the diverse, and sometimes divergent, expectations of its many
stakeholders that include Governments, consumers, food businesses, and
public health groups.

Stakeholders’ views on FSANZ’s objectives

214  There is a broad range of views held by FSANZ’s stakeholders as to
what is meant by protecting public health and safety, and there is a variety of
views on what constitutes the provision of adequate information to enable
consumers to make informed choices. For some consumers, this means

% Food Standards Australia New Zealand Act 1991, section 18 (1).
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labelling the major ingredients while others consider that every item that is, or
may be, found in a labelled food should be included.

215 Consumers and consumer representative groups, industry and
industry groups also hold different views on the degree of regulation required
in the food industry. They range from the view that governments should
stringently regulate all food through to fully informing consumers so they are
able to make their own decisions. A selection of the views held by FSANZ’s
stakeholders is outlined in Table 2.1.

Table 2.1

Stakeholders’ expectations

Stakeholder Group Expectation

The Australian and New Zealand Governments have a strong
focus on reducing the regulatory burden on the food industry,
without compromising public health and safety. FSANZ
recognises that one of its challenges is to develop food
standards and other measures that aim for ‘minimum effective
regulation’.

Governments

Consumer expectations concerning the safety, quality and
availability of food continue to grow. Increasingly, consumers
expect a safe food supply and that adequate information is
provided to them when buying food. FSANZ faces the
challenge of ensuring a safe food supply and informing
consumers while reducing the regulatory burden for industry.

Consumers

The profitability and sustainability of the food industry is
contingent upon operational economies and efficiencies, or
Industry technological advancement and innovation. FSANZ faces the
challenge of anticipating potential areas for regulatory
standards and ways to ensure food safety.

Health professionals and consumer groups promote the use of
food to address longer term population health challenges such
as obesity and diabetes. This greater focus on aspects of
preventative health has grown over time and the information
that FSANZ obtains in gathering and testing evidence would
also support the development of standards and strategies that
contribute to broader population health goals such as
preventative health.

Public Health Groups

Source: ANAO analysis of FSANZ documents, including stakeholder surveys.

216  These divergent views constitute a key risk affecting FSANZ’s ability to
meet stakeholder expectations. For example, is protection of public health and
safety provided by maintaining the status quo; allowing changes that do not
apparently damage health at least in the short term (minimising harm); or
actively promoting better health (for example, fortifying food)?
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217  The multi-jurisdictional nature of FSANZ’s operating environment is
another risk factor. In considering the roles and responsibilities for public
health across Australian jurisdictions, a Choice submission to a Productivity
Commission review?t stated that, whilst FSANZ maintains and amends the
Code under the guidance of the Ministerial Council....

it is the responsibility of the state and territory governments to enforce the
Food Standards Code. This is done through state government food acts.
CHOICE believes that confusion over the responsibilities of state governments
and their relevant enforcement agencies lies partly in the fact that the FSANZ
objectives are not replicated in all state government food acts.

218 Developing food standards that promote regulatory consistency is one
of the objects of the FSANZ Act as well as being a matter that FSANZ must
have regard to. FSANZ has a number of processes in place that contribute to
this objective (see Chapter 3 for further details).

Managing strategic risks

219 FSANZ advised in July 2010, that it has identified its Enterprise
Strategic and Operational risks and its Fraud Control Strategic and Operational
Risk issues with the assistance of its current internal auditors. FSANZ provides
a report identifying the actions taken to mitigate each high risk item to each
meeting of the Finance and Risk Management Committee. The report identifies
who within FSANZ has responsibility and sets out the actions that have been
taken and will be taken. It also provides evidence of activity and response in
mitigation.

220 The risk assessment and rating tables are living documents and the
enterprise risk assessment has been added to since its development in
late 2009. For example, the FSANZ Board recently identified reputation
management as a strategic risk and it has now been listed for future action.

2.21 Identifying and managing risks in this way should assist FSANZ to
have a shared view of: its strategic risks; how they impact on FSANZ meeting
its overall objectives; the risk treatments being implemented; who within
FSANZ is responsible for monitoring the treatments; and whether the
treatments are working. This approach would also assist FSANZ to better

2 CHOICE submission: Productivity Commission Review of Regulatory Burden — Manufacturing and

Distributive Trades, 31 July 2008, p.5.
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prioritise its overall work program and available resources based on the areas
of greatest risk.

222 Although FSANZ reports on risk treatments and whether they are
effective to the Finance and Risk Management Committee, the treatments are
not documented in the agency’s risk register. Documenting the treatments is
particularly important when an identified risk has an initial assessment of
‘high’ or “significant” with a residual assessment of ‘low’. This approach would
assist FSANZ to monitor and track its progress in managing its strategic risks
and to assess overall whether the treatments are effective and strategic risks
are being appropriately managed.

2.23 FSANZ has advised that it intends to link risk treatment reports to its
risk register to enable staff to access information about the treatments and their
effectiveness.

Stakeholder engagement

224 The relationships that an agency such as FSANZ has with its
stakeholders can make an important contribution towards the management of
strategic risks likely to impede the delivery of key objectives and increase
public confidence in its regulatory decisions. Setting food standards
(regulations) is assisted by effective communications and relationship
management with government partners, consumers and consumer
organisations, industry, public health bodies and other key stakeholder
groups.

225 In examining how FSANZ manages its relationship with stakeholders
involved in the food sector, the ANAO assessed FSANZ's:

. objectives, strategies and performance measures for stakeholder
relationships, contained in FSANZ'’s Corporate Plan for 2009-12;

. arrangements for stakeholder participation in FSANZ’s standards
development process and communication strategies for specific
changes to the Standards (see Chapter 3);

J management of stakeholder expectations for timeliness of developing
or amending food standards (see Chapter 4); and

o FSANZ'’s food education activities (see Chapter 5).

226 In its Corporate Plan for 2009-12, FSANZ identified three specific
objectives to build stronger stakeholder relations which are:
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J a shared understanding of FSANZ’s role; a reputation for being
proactive and alert; and credibility and trust in FSANZ.

2.27 FSANZ’s specific strategies to support its efforts to deliver on this
imperative include:

. developing and implementing a dedicated stakeholder engagement
strategy which will strengthen communication and engagement with
its regulatory partners, industry, consumers and the general
community;

. providing communication mechanisms to ensure stakeholders are
appropriately informed about FSANZ standards setting processes,
approaches and outcomes;

. improving the readability and accessibility of documents and
mechanisms for comment; and

. tracking the reputation and standing of FSANZ amongst stakeholders
and international peers.

2.28 The following performance measures were identified to determine
whether the strategies are successful:

o stakeholders clearly understand the role of FSANZ;

. increased credibility and trust in FSANZ expertise; and

o increased levels of confidence in the robustness of standards developed
by FSANZ.

229  As well as assisting its stakeholders to be informed about its activities,
FSANZ monitors stakeholder satisfaction and reports this in its Annual Report.
For example, in November 2008, FSANZ undertook an evaluation to determine
the effectiveness of its Science Strategy 2006-09. The evaluation targeted both
external and internal stakeholders of the strategy.

Performance information framework and reporting

230 The Australian Government’s Outcomes and Programs Framework
provides the basis of the Government’s approach to budgeting and reporting
for public sector departments and the means by which the Parliament
appropriates funds in the annual budget context. The key elements of the
framework are:
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Planning, Risk Management and Performance Information

specification of the outcomes the Government is seeking to achieve in
the community;

identification of programs and their associated deliverables (for
example, benefits, services or transfer payments provided to
individuals, business or the community);

establishment of a performance management regime that enables the
measurement and assessment of the contribution of programs to their
respective outcomes; and

annual performance reporting by departments on their delivery of
programs.

This framework replaced the Outcomes and Outputs Framework that

was in place from 1999 to 2010. As part of its transition to the new
arrangements, FSANZ adopted a new Outcome/Program structure in the
agency’s 2009-10 Portfolio Budget Statements (PBS).

FSANZ’s Outcomes and Programs

2.32

2.33

In its 2010-11 PBS, FSANZ identifies a single Outcome:

A safe food supply and well-informed consumers in Australia and
New Zealand, including through the development of food regulatory
measures and the promotion of their consistent implementation, coordination
of food recall activities and the monitoring of consumer and industry food
practices.

Within this Outcome, FSANZ has a single Program 1.1: Food Regulatory

Activity and Services to the Minister and Parliament. The objective of this program

is to:

2.34

manage the development and maintenance of effective, evidence-based
food standards contributing to the provision of a safe food supply;

ensure effective engagement with regulatory partners in the
implementation of food standards to protect public health and safety;
and

strengthen engagement with industry, consumers and the general
community to increase awareness of the food regulatory system.

The aim of the Australian Government’s Outcomes and Programs

Framework is to provide a transparent and consistent framework for reporting
across the Government. Programs are the primary means by which agencies
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address and achieve government outcomes. To assess the approach taken by
FSANZ to plan and report against its single program, the ANAO assessed the
agency’s:

. program deliverables; and

° program key performance indicators.

FSANZ’s program deliverables

2.35 Deliverables are the goods and services produced and delivered by a
program in meeting its objective. Collectively, the deliverables represent the
intervention government has chosen to take to meet a policy problem. They are
expected to bring about results outlined in the objective which can be
identified and measured through program performance indicators. To allow
for consistent estimation over time, deliverables should be measurable and
quantifiable units or activities.

2.36  Agencies are required to determine and report on the deliverables for
each agency program. This can include quantity, cost/price, and quality
indicators where:

o quantity is typically the number of products and/or services that are
produced for a given cost;

. over time, program support information allows judgements to be made
about the cost of administration and to ascertain whether there are
more efficient ways of achieving program objectives; and

. quality relates to attributes such as timeliness, coverage, accuracy and
conformity to specifications. Although more difficult to measure,
criteria such as client satisfaction and public perception can also be
used to assess quality.

2.37 The deliverables identified by FSANZ for its Program 1.1: Food
regulatory activity and services to the Minister and Parliament are summarised in
Table 2.2.
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Table 2.2
Deliverables identified for FSANZ’s Program 1.1

Maior Qualitative  Quantitative Target
Actijv it Example of a Typical Deliverable Indicator Indicator provided?
y provided? provided?
Effective Conducting evaluation surveys to
evidence- measure consumer understanding of v % v
based food fortified foods and their consumption
standards behaviour patterns
E;Ztlter?ta\nd Management of National Food Incident
Response and Industry Food Recall v X v
safety
Protocols
gtgllf:r?o?gg Provide access to publications and
information on the food regulatory v v v
engagement
system

Source: Portfolio Budget Statements 2010-11, Health and Ageing Portfolio

2.38 Opverall, in its publicly available documentation, FSANZ identifies a
range of quality indicators and targets for its Program 1.1: Food Regulatory
Activity and Services to the Minister and Parliament.

Program key performance indicators

239 Using the Australian Government’s Outcomes and Programs
Framework, key performance indicators (KPIs):

J should demonstrate the performance of the program in achieving its
objectives and contributing to its respective outcome. As many
programs will be long term (that is, 10+ years), the projected time scale
for the KPIs is at the discretion of the agency and can go beyond the
forward years; and

J are not a measure of the output of the program (that is, quality and
quantity indicators which are included in the deliverables section) but
the effectiveness of the program in achieving its objective.?

FSANZ'’s effectiveness indicators

240 FSANZ’s program and major activities are intended to produce a stated
Outcome including a safe food supply and well-informed consumers in

% Department of Finance and Deregulation, Portfolio Budget Statements Constructors Kit, 2010-11.
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Australia and New Zealand. An effective program is one that makes a
difference in meeting this Outcome.

241 The effectiveness indicators set by FSANZ for its Program 1.1: Food
Regulatory Activity and Services to the Minister and Parliament are shown in Table
2.3.

Table 2.3

Performance Indicators identified for FSANZ Program 1.1

Maior Qualitative  Quantitative Target
A AJo Example of a Typical Deliverable Indicator Indicator provided?
ctivity - .
provided? provided?
Effective
evidence- Increased knowledge on food v v v
based food fortification
standards
Protect
health and No Performance Indicator provided X X X
safety
Citizen and
stakeholder . .
No Performance Indicator provided X X X

engagement

Source: Portfolio Budget Statements 2010-11, Health and Ageing Portfolio

242  Currently, FSANZ'’s effectiveness indicators for its Outcome focus on
one major activity: Effective evidence-based food standards. These indicators are
not sufficient to capture the intended overall impact of FSANZ’s Outcome,
effectiveness indicators for: Protect health and safety; and Citizen and stakeholder
engagement should also be included.

Identifying appropriate indicators

243  While identifying measures of effectiveness for standard setting is
particularly challenging, it is important that effectiveness indicators are
defined, measured and reported for internal management and external
accountability purposes. Below are some examples that FSANZ could refer to
as a guide when developing performance indicators:

o Protect health and safety: performance indicators could measure the
responsiveness/timeliness of FSANZ’s management of food issues
requiring urgent action (for example, FSANZ coordinated a major
incident in September 2008 after it was notified that Australia may have
imported Chinese infant formula that had been contaminated with
melamine); and
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J Citizen and stakeholder engagement: through consumer surveys, FSANZ
could track public confidence in food safety. A clear causal link would
need to be established to food standards developed by FSANZ and
subsequent changes in food control practices.

Use of stakeholder feedback

244 When considering effectiveness, it is useful to take into account the
perspectives of a range of stakeholders or to seek their views. While
stakeholders are likely to make judgements based on their perceptions, the
attitudes of stakeholders can also have a significant impact on the success of a
program and its contribution to broader outcomes.

245 FSANZ’s Corporate Plan includes qualitative KPIs for its Stakeholder
Relationship strategic imperative, however, this information is not provided in
the agency’s PBS.

FSANZ'’s contribution to wider government outcomes

246  In seeking to measure the performance of its program, FSANZ faces the
challenge of determining the specific contribution that its program makes
towards the achievement of the Outcome. How much of the success (or failure)
can be attributed to the FSANZ program? What has been the contribution
made by the program?

2.47  Inits submission to a recent Productivity Commission Research Report,
FSANZ stated.

At the time of introduction of the Food Safety Standards, it was decided that
FSANZ would evaluate their impact. It was acknowledged that it was not
possible to measure the effect of implementing the Standards on the end
objective of setting those Standards—the protection of public health and
safety. This is because the external influences on public health and safety as a
whole are so complex and influenced by many external factors that a
measured change to the level of health and safety of a given population group
cannot generally be attributed to a single influence, a single agency or action
by an agency, such as a change in food regulatory measures.

248 Given that a range of factors affect public health and safety, only some
of which are under the control of, or subject to the influence of, FSANZ, it is

% Productivity Commission Research Report, Performance Benchmarking of Australian and New Zealand

Business Regulation: Food Safety, December 2009.
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appropriate for FSANZ to consider a range of supplementary measures to help
explain its contribution to broader government outcomes. Such measures
include the use of contextual trends and, although not as timely, information
obtained through evaluations.

Contextual trends

249  Contextual information is helpful to describe the broad environment in
which an agency is operating and the general trends in the area targeted by a
program. Reporting on the trends in the area targeted by FSANZ’s Outcome,
for example, trends in food-borne outbreaks in Australia and New Zealand
would provide useful background information. FSANZ could, for example,
consider greater use of information that it already obtains through surveys and
trend data available from the Australian Institute of Health and Welfare that is
collected on FSANZ'’s behalf.

Evaluations

250 Review and evaluation are important elements in assisting agencies to
assess the impact of their work. The benefits in undertaking evaluations
include: a better understanding of the achievements of a program; clarification
of performance information; and an assessment of the continued relevance and
priority of a program in the light of current circumstances.

251 FSANZ planned to conduct scientific and technical evaluation of the
impact, effectiveness and appropriateness of implementing individual food
regulatory measures. The agency’s aim is to build up an evidence base for
future decision making in relation to the development of food standards.

2.52  Although it is FSANZ’s aim to have an evidence base for future food
standards development, it has advised that it has considerably reduced its
evaluation capability in terms of staff and activity owing to very limited
resources. FSANZ has not yet determined whether this reduction in evaluation
capability will affect its evidence base and risk assessments when introducing
new food standards.

Reporting

2,53 The Commonwealth Authorities and Companies Act 1997 (CAC Act) and
regulations outline FSANZ’s reporting requirements, corporate planning
obligations including the setting and reporting of objectives (including
Outcomes), assessment of the operating environment, strategies and the
necessity of adequate record keeping.
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External Annual Reporting

2.54 Under the Commonwealth Authorities and Companies (Report of Operations)
Orders 2008 (CAC Orders), FSANZ must provide a review of how the agency
has performed in relation to ‘its statutory objects and functions, as the case
requires; its corporate plan, where applicable; and its principal Outputs and
contribution to Outcomes;” as well as other statutory requirements. The
FSANZ Act outlines the requirements of FSANZ and its Board in relation to
these activities.?

2,55 In its two most recent Annual Reports, FSANZ reported against the
KPIs in its 2006-09 Corporate Plan and relevant PBS. FSANZ also reported on
its lower level legislated processing requirements for applications and
proposals. This included: number of applications accepted or rejected;
applications withdrawn; applications not yet assessed; applications that span
more than one financial year; and number of unpaid/paid applications. This
information, which is required to be reported by financial year, provides an
indication of when applications or proposals that were completed in the
reporting period were commenced and consequently whether regulated
timeframes were met.

2,56 Over time, the KPIs in FSANZ’s PBS have remained consistent and
included qualitative and quantitative measures. The CAC Orders, however,
also require FSANZ to report against its statutory objects and functions (as
detailed in paragraph 2.9 of this report); and its legislated requirements
relating to the prioritisation of its annual work program (as detailed in
paragraph 4.23 of this report). FSANZ should take steps to address these
requirements.

Internal reporting

2,57 FSANZ has mechanisms in place to consolidate project level
information and report this to its management and executive and then to the
Board.

258 FSANZ has Executive and management meetings weekly where
updates are provided by attendees. The Executive attends both of these
meetings and, to keep them brief, the reporting usually focuses on highlights

7 These activities include: the powers of the Board and agency; membership of and appointments to the

Board; Board procedures; planning and accountability (both content and reporting procedures); the
appointment and duties of the Chief Executive Officer; and financial arrangements.
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and exceptions. The information is mostly at the project level although there
may be more strategic reporting from sponsors of particular corporate projects.
Some examples of these projects are: stakeholder management; the science
strategy; and new databases. Minutes are posted to the Intranet. This appears
to work well.

259 All of FSANZ’s available Executive attend all Board meetings and
provide regular status updates on applications, proposals and relevant
corporate projects. More urgent updates are issued to Board members
out-of-session and if further discussion is required these are teleconferenced.
Staff developing the standards or managing the projects are always
acknowledged by the executive member who is providing the update.

2.60 The Executive’s regular updates on performance are not, however,
aligned with FSANZ’s legislated objectives or the KPIs in its corporate plan or
PBS. The reports are mostly progress reports on standards being amended or
developed and do not inform the Board on quality or effectiveness. Reports
also tend to focus on individual activities and not FSANZ’s overall
performance against its Food Standards Development Work Plan (Work Plan).

2.61 The aim of reports to the FSANZ Board should be to allow the Board
more opportunity to strategically assess the success or otherwise of FSANZ'’s
overall program and adjust strategies when necessary. To support this
approach, FSANZ'’s reporting to the Board could include updates on
achievements against FSANZ’s statutory objects, the KPIs in its PBS and
Corporate Plan, and progress overall against FSANZ’s Work Plan.
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Recommendation No.1

2.62 For FSANZ to be in a position to better determine its contribution to a
safe food supply and well-informed consumers in Australia and New Zealand,
the ANAO recommends that FSANZ:

° finalises its performance information and evaluation framework,
including developing effectiveness indicators for monitoring the
contribution of its program in meeting FSANZ'’s stated Outcome; and

. report in its Annual Report against its statutory objects and functions,
including its legislated requirements relating to the prioritisation of its
Work Plan.

FSANZ response

2.63 Agreed. We are already well advanced in our work to address this
recommendation.
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3. Setting Food Standards

The development of food regulatory measures by FSANZ, as required by the Food
Standards Australia New Zealand Act, 1999, is examined in this chapter.

Introduction

3.1 FSANZ develops regulatory measures in the form of food standards.
When developing food standards, FSANZ must operate in accordance with the
Food Standards Australia New Zealand Act, 1991 (FSANZ Act). The standards are
published in the Australia New Zealand Food Standards Code (the Code) which is
available on FSANZ's website.

3.2 Food standards contain requirements for the composition, labelling and
handling of food for sale in Australia and New Zealand. These standards
apply to imported foods as well as to domestic production and are
incorporated into the Code which is divided into four chapters, as shown in
Figure 3.1.

Figure 3.1
The Australia New Zealand Food Standards Code

Australia New Zealand Food Standards Code

A v A A
Chapter 1 Chapter 2 Chapter 3 Chapter 4
General Food Standards Food Product Standards Food Safety Standards Primary Production and
(Australia only) Processing Standards

(Australia only)

Standards applying to all foods Food product standards

in regard to labelling applying to particular types of Food hygiene (including
substances added to food foods (e.g. cereals, meat, requirements for food Standards dealing with primary
contaminants and residues eggs, fruit, vegetables, edible premises and equipment as production and processingfor
foods requiring pre-market oils and alcoholic beverages) well as safety programs) agricultural commodities

clearance and microbiological
and processing requirements

Source: ANAO analysis of FSANZ documents

3.3 In developing food regulatory measures and variations of food
regulatory measures, FSANZ must meet the legislated objectives set out in the
FSANZ Act (including the protection of public health and safety), as well as
‘having regard to” a number of other matters (such as the need for risk analysis
using the best available scientific evidence).
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Setting Food Standards

3.4 Within this framework, the ANAO identified and reviewed a sample of
applications to vary the Code and, in doing so, assessed FSANZ’s food
standards development and review process to determine whether FSANZ:

° set food standards in accordance with section 18 of the FSANZ Act; and
J gave appropriate consideration to other matters as required by the
FSANZ Act.

Setting food standards in accordance with section 18 of
the FSANZ Act

Applications and proposals

3.5 Food standards are developed or amended in response to:
J applications by a body or a person; or

J proposals developed by FSANZ.

3.6 Proposals address aspects of the Code that need to be developed or
revised arising from: major clarification, corrections or reviews; changes to
Council of Australian Governments (COAG) or whole-of-Government policy
(for example, removing trade restrictions); policy of the Ministerial Council or
the Food Regulation Standing Committee; and public submissions.

Applications received by FSANZ between October 2007 and June 2010

3.7 From 1 October 2007 to 30 June 2010, FSANZ received 52 applications
to amend the Code. Initially, FSANZ conducts an administrative assessment
process to determine whether applications should be accepted or rejected. At
30 June 2010: three applications had not been assessed; 40 were accepted; seven
were rejected; one was withdrawn by the applicant before the administrative
assessment was completed; and one further application was rejected during
the consideration period. Of the 40 accepted applications, 39 were from the
food industry.

3.8 The 40 accepted applications resulted in 80 proposed changes to the
Code because an application may apply to more than one area. For example,
an application for a new food additive may also require a labelling change. The
applications were, for the most part, to vary Chapter One of the
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Code—General Food Standards?, particularly labelling, new foods and new
food technologies, additives and processing aids.

3.9 The results of ANAQ's analysis of categorising the applications against
the part of the Code potentially affected are provided in Table 3.1.

Table 3.1
Areas of Code change requested from 1 October 2007

Code Ref. Area of Code Proportion of applications (%)
1.2 Labelling 15.38
1.5.2 Gene Technology 15.38
1.31 Processing Aids 15.38
1.3.3 Food Additives 12.82
1.34 Identity and Purity 11.54
1.5.1 Novel Foods 7.69
various Other?® 21.81
Total 100.00

Note *:  Other comprises: maximum residue limits (Australia only), dairy products non-alcoholic beverages,
alcoholic beverages with each accounting for around three per cent of the total; and contaminants
and natural toxicants, prohibited /restricted plants & fungi, irradiation and meat eggs fish with each
accounting for one per cent of the total.

Source: ANAO analysis of FSANZ data.
Proposals generated by FSANZ between October 2007 and 30 June 2010

310 FSANZ placed 17 proposals on its Food Standards Development Work
Plan (Work Plan) between October 2007 and 30 June 2010 which addressed:
food regulatory policies and requests issued by the Ministerial Council; public
health issues; requests to vary Maximum Residue Limits; maintenance of the
Code; reviews of the Code not including currency; and in one instance, to
consolidate three similar applications.

Section 18 of the FSANZ Act

311 When FSANZ develops and varies food regulatory measures to be
included in the Code, its must operate in accordance with the FSANZ Act. In

% These are standards that apply to all food matters such as labeling, additives, contaminants, residues

and microbiological and processing agents.
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particular, FSANZ must meet the objectives set out in section 18 which are (in
descending priority order):

J the protection of public health and safety; and

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

J the prevention of misleading or deceptive conduct.?
FSANZ’s Application Handbook

312 To assist FSANZ to meet its legislative obligations, and to inform
applicants of its requirements, FSANZ has developed the Food Standards
Australia New Zealand Application Handbook (the Application Handbook).* The
Application Handbook is a legislative instrument. Although the Application
Handbook was last updated in July 2010, the 2009 version applied to the
period of this audit.

FSANZ’s assessment of applications

3.13 Prior to submitting an application and the subsequent assessment
process, applicants are encouraged to consult with FSANZ to ensure that the
application contains all necessary information. Once this consultation occurs
and an application is submitted, it is subject to a two-part assessment process:
an administrative assessment to determine whether the application is accepted
or rejected; and consideration (an evidence based risk assessment) to
determine whether the Code should be amended.3!

3.14 The Application Handbook, used by FSANZ to make these assessments
requires an applicant to include a statement justifying the application
including as much information as is readily available in relation to the cost and
benefits associated with the proposed change. This assists FSANZ to aim to
meet the COAG principle of minimum effective regulation and also to prepare
a Regulatory Impact Statement (RIS) if required by the Office of Better Practice
Regulation (OBPR).

% Food Standards Australia New Zealand Act 1991, section 18 (1).

® This handbook is available on the FSANZ website at:
< http://www.foodstandards.gov.au/foodstandards/changingthecode/applicationshandbook.cfm>

¥ These two processes are also required to meet legislated timeframes (see Chapter 4).
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3.15 To assist FSANZ in its assessment, the Application Handbook specifies
what information on any social, economic and/or environmental impacts is
required to support the application. The application must also contain
sufficient supporting information or data to enable the legislated objectives to
be addressed by FSANZ's assessment.>

316 The ANAO reviewed the 47 applications received between
1 October 2007 and 30 June 2010 that had undergone an administrative
assessment. Of these (40 Accepted and seven rejected), the ANAO examined
five rejected applications and 10 accepted applications to determine whether
the mandatory requirements in the Application Handbook had been
addressed. Where this could not be determined the ANAO further examined
the information contained in the applications, excluding scientific evidence.
This further assessment was necessary because FSANZ did not document
specific conclusions against the mandatory requirements in its assessment
reports.

3.17  Of the 15 applications assessed by the ANAO:

. 5 of the 10 accepted applications, and 3 of the 5 rejected applications
did not address the Health aspect of Objective 1 (the protection of public
health and safety);

J 2 of the 10 accepted applications, and 2 of the 5 rejected applications

did not address the Safety aspect of Objective 1;

J 5 of the 10 accepted applications, and 2 of the 5 rejected applications
did not address Objective 2 (the provision of adequate information relating
to food to enable consumers to make informed choices); and

J none of the applications addressed FSANZ’s Objective 3 (the prevention
of misleading or deceptive conduct).

3.18 Opverall, FSANZ's assessment reports did not document an explicit
consideration of how the agency took into account the objectives of the FSANZ
Act when it developed or amended a food standard. The results of the
ANAOQO'’s review are summarised in Table 3.2.

% Application Handbook - General Requirements 3.1.5, p.36.
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Table 3.2
ANAO testing of 15 applications to change the Code: summary findings

Setting Food Standards

General FSANZ
Application Mandatory ANAO Finding/ Comment
Procedure  Requirement
1. Justification | The application Compliance:
for must contain a Four of the 15 applications did not contain a statement justifying the application.
application | statement Although two of these were rejected, two were accepted.
regarding the ANAO )
justification for ANAQ comment:
the application. Where no justification was provided, FSANZ did not document whether it had
considered the lack of a statement when determining whether to accept or reject
the application, or pursue the applicant to supply further information.
2. Costs and The applicant Compliance:
benefits should provide as | gix of the 15 applications did not contain information on costs and benefits.
provided much information | Atthough three of these were rejected, three were accepted.
relating to the )
industry, FSANZ expected specific data to be provided that could be beyond the reach of
consumers and individual applicants. Where an application was rejected despite having provided
government asis | such information as far as possible, FSANZ made the comment that 'while the
readily available general statements in relation to benefits of proposed labelling change for
to enable FSANZ | consumers were comprehensive, the statements provided about the costs to
to prepare a industry, consumers and government were minimal.'
Regulatory
Impact Statement
based on this
information or
sourced from
elsewhere.
3. Supporting | The application Compliance:
information | must contain None of the 15 applications addressed Objective 3, ‘prevent deceptive and
:gia‘? S”ﬁ'c":{_‘t misleading conduct’.
objectives isnufgfr?]a;?ogn or Four of the applications did not address any Objectives.
data to enable The 11 remaining applications were assessed against Objective 2, informed
FSANZ to meet consumers and Objective 1 although these were assessed separately as 1a
the legislative protecting public health and 1b protecting public safety.
ggjr:(;tgzi (;??). 1a Health - 7 1b Safety - 11 2 Informed Consumers - 8
ANAO comment:
FSANZ did not document whether applications had met the legislated objectives.
FSANZ also often stated that labelling requirements were outside the scope of its
consideration. This requirement, however, may have been partially addressed
when applicants provided information to support Objective 2.
Source: ANAO analysis of FSANZ's assessment reports
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Definitions for FSANZ’s objectives

319 As highlighted above, when FSANZ develops or amends food
standards, it must meet its legislated objectives which are: 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.

3.20 These legislated objectives are relatively broad. During the 2007 second
reading debate in the Senate, the then Parliamentary Secretary to the Minister
for Health and Ageing, noted the concerns about the definition of public
health, but stated that ‘there is a need to avoid any clarification of a definition of
public health that would result in unintentionally narrowing the scope of the FSANZ
Act’s objectives’.

3.21 This view is consistent with principles of administrative law. When
exercising powers under the FSANZ Act to assess or approve standards,
FSANZ is essentially making administrative decisions and any internal
definitions should not be applied by FSANZ if they redefine the legislation in
such a way so as to restrict or eliminate the level of discretion that the
legislation provides FSANZ.

3.22 Having said that, other important principles of administrative law
require accountability and transparency in decision making, including
informing the public about how legislation is applied. Administrative law also
makes administrators accountable for their decisions through external
scrutiny, review and transparency measures that can require agencies to
provide reasons for decisions. In this regard, the FSANZ Act provides for
external review subject to the Administrative Appeals Tribunal Act 1975.

3.23 While FSANZ advised that it does take into account its legislated
objectives when it considers applications and proposals, information on how
the objectives were considered is not included in FSANZ'’s assessment reports.
The ANAO considers that FSANZ should better document and report how it is
meeting its objectives when it develops or amends food standards.
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Recommendation No.2

3.24 To better enable FSANZ to assess whether it is meeting the legislated
objectives set out in section 18 of the FSANZ Act when it develops food
regulatory measures (that is: the protection of public health and safety; and the
provision of adequate information relating to food to enable consumers to
make informed choices; and the prevention of misleading or deceptive
conduct), the ANAO recommends that FSANZ:

J includes more explicit information in its assessment reports for all
applications and proposals that explains how the three objectives were
considered; and

J uses this information to internally monitor FSANZ’s consideration of
the three objectives at the application and proposal level and, over time,
report trends more broadly.

FSANZ response

3.25 Agreed. We have commenced work to develop and implement the
enhancements necessary to address this recommendation.

Appropriate consideration of other matters as required by
the FSANZ Act

326 In developing food regulatory measures and variations of food
regulatory measures, FSANZ must also have regard to the following:%

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

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

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

- the promotion of fair trading in food; and

- any written policy guidelines formulated by the Ministerial
Council.

8 Food Standards Australia New Zealand Act 1991, section 18 (2).
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The need for standards to be based on risk analysis using the best
available scientific evidence

3.27 The Australian Government has highlighted the need for regulation to
be evidence based. The need for such an approach is also identified in the
FSANZ Act. Before FSANZ considers changes to the Code, it gathers
information about the nature of the risk and the likely impact of new or
amended food standards on the community. This body of evidence is known
as the evidence base. The purpose of risk analysis is to identify any potential
risks to introducing new food standards or amending existing ones.

3.28 FSANZ states that it bases its scientific risk assessments on the best
available existing evidence and does not commission laboratory studies for
applications.** FSANZ obtains most of the scientific information from the
applicant. If an applicant is unable to supply the data, FSANZ can reject an
application at an early stage. FSANZ’s Application Handbook provides details
of the data it requires for particular situations, including data:

. from literature searches;

. related to safety guides;

. related to surveys on chemicals in food; or
J related to consumer research.

Managing risk: data quality and the level of assurance provided

3.29 FSANZ has adopted a range of guidelines and standards to assist it to
assess the quality of the data provided by applicants. Applicants are required
to provide information to support their claims based on guidelines and
standards for data: from literature searches; related to safety guides; related to
surveys on chemicals in food; and related to consumer research.

3.30 Of the applications received by FSANZ between 1 October 2007 and
30 June 2010, the ANAO reviewed FSANZ’s assessment of the quality of the
data provided for a sample of 10 accepted applications. The review did not
include any rejected applications because FSANZ only analyses the quality of
data during the consideration period. The results of the ANAO’s review are
summarised in Table 3.3.

% FSANZ, Annual Report, 2008-09, p 15.
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Table 3.3

Setting Food Standards

FSANZ testing of data quality in 10 accepted applications

Supporting

evidence

FSANZ’s key
requirements

ANAO Finding/ Comment

1. Quality of FSANZ will assess all the Compliance: Supporting data was provided for all 10 applications

data available data presentedin | ANAO comment:
support of an application.
P ppilcal FSANZ assesses all data provided with an application.

2. Alltypes of The data provided should Compliance: Seven of the applications provided extensive data. Two
data be analysed using of the applications were for reinstating previously allowable additive or

appropriate statistical processing agent. One was for an additive already approved for other
techniques. products to be extended to cheese. These latter three applications
were not required to provide as much data.
ANAO comment:
Although data was provided, FSANZ assessment reports did not
specify if it was analysed using appropriate statistical techniques.

3. Data from Literature searches should | compliance: Seven of the applications included extensive lists of
literature identify all of the papers papers including studies or reports produced by Codex and other
searches identified in the search and | intemational standards setting bodies. The three remaining

provide an analysis applications were the same three referred to in section 2 of this table.

according to the NHMRC )

Guidelines for the review of ANAO comment:

scientific literature. FSANZ assessment reports did not specify whether this requirement
was met for the seven applications that included reports.

4. Datarelated | Saféty studies should Compliance: All of the applications contained comprehensive data to

to safety
guides

contain full details of the
conduct of the study and its
results, including raw data
where appropriate.
Summaries alone of study
results are not adequate for
safety assessment
purposes.

support this requirement.
ANAO comment:

FSANZ assessments report did not specify whether this requirement
was met.

5. Data related
to surveys
on chemicals
in food

Laboratories must provide
evidence of accreditation to
the International
Organisation for
Standardization standard
ISO 17025 - General
Requirements for the
Competence of Calibration
and Testing Laboratories. In
Australia, laboratories
should be NATA accredited.

Compliance: Only one of the applications included information that
met this requirement.

ANAO comment:

While only one application met this requirement, three cited that the
laboratory studies met OECD or FDA good laboratory practices,
multiple ethical, clinical and food laboratory practices. One application
also had laboratory studies based on the Simulated Gastric Fluid
assay protocol after it was standardised by the International Life
Sciences Institute. Three of the remaining applications are the ones
referred to in sections 2 and 3 in this table.

6. Data related
to consumer

In Australia, such research
should comply with the
Australian Standard

Compliance: This requirement did not apply to six applicants because
the research was not conducted in Australia. The remaining

applications did not address this requirement.
research | \Sa4752 Australianand | _ |
Social Research Standarg | ANAQ comment:
or its equivalent. FSANZ assessment report did not document whether this
requirement was met for the Australian applications.
Source: ANAO analysis of applications and FSANZ reports
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3.31 Data quality is important to FSANZ; internally to support its risk
assessments and externally for accountability purposes because stakeholders
need to know the extent to which they can rely on the data that underpins
FSANZ’s food regulations and that this data incorporates the best available
science. However, the gaps in the supporting data identified in Table 3.3 were
because either the information was not provided by the applicants; or FSANZ
had not documented whether the requirements were met.

Managing risk: ensuring data quality

3.32  While FSANZ has arrangements in place to assist it to assess the quality
of the data provided by applicants, this does not address the possibility, or the
perception, that an applicant may provide supporting documentation or
scientific studies that could be incorrect or incomplete, whether this is
intentional or not.

Managing risk: ensuring FSANZ staff have appropriate qualifications

3.33 To manage the risks associated with developing or amending a
standard, FSANZ requires technical staff with wide-ranging and relevant food
science skills and qualifications. To enable FSANZ to assess the best available
scientific evidence, particularly in the areas of new technologies that regularly
arise, FSANZ assists its staff to maintain an appropriate mix of skills and keeps
up to date with current technology. To address, for example, future
applications related to nanotechnology, FSANZ successfully applied for
innovation funding to upgrade skills in this area.

3.34 FSANZ also collaborates widely to continue to build capacity and
knowledge of food regulatory science internally and with national and
international partners.®® Additionally, a peer review of FSANZ'’s dietary
modelling procedures in relation to international best practice has been
conducted. Although there are a number of recommendations to improve
FSANZ'’s processes the review found that ‘the data available and the levels of
expertise within the team are of sufficient quality to enable it to accomplish its
tasks and that FSANZ can look forward to considerable success from its
continued support of its dietary modelling team’s efforts’.

% FSANZ Science Strategy 2010-2015 Strategic Area 6.
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Managing risk: stakeholder participation

3.35 FSANZ states on its website that transparency and public consultation
are an important part of the Standards development process.* FSANZ calls for
public comment or submissions, based on the type of procedure to be
conducted and the period that will be available for comments.

3.36 These opportunities are notified via email alerts to stakeholders and
also published on the FSANZ website. FSANZ states that these comments will
be taken into account for the final assessments and they are also a mechanism
to partly address the risk of varying stakeholder views. When advertising the
opportunities for comment, FSANZ often states that it has found no reason to
reject an application or that it intends to approve an application.’”

3.37 FSANZ also has a number of committees and reference groups that
contribute to the standards setting process. These groups include specific
advisory groups such as: catering or food composition; consumer liaison
committee; retailers and manufacturers liaison committee; scientific advisory
groups; stakeholder advisory groups; the Maori Reference Group-Ng a
Kaitohutohu Kounga Kai; and standards development committees.

3.38  These committees and groups usually comprise a broad membership of
consumers, government and the food industry, and experts that contribute to
scientific risk management. This provides a number of forums for the diverse
stakeholder views and contributes to transparency of the standards setting
processes and better understanding of FSANZ’s role.

3.39 In November 2008, FSANZ undertook an evaluation to determine the
effectiveness of its Science Strateqy 2006-09 in meeting its objectives. The
evaluation targeted both external and internal stakeholders of the strategy.
Feedback from external stakeholders showed that most were satisfied with
FSANZ'’s current scientific expertise/skill-base, credibility, transparency and
the relevance of evidence used in risk assessments. Stakeholders also appeared
satisfied with the use of the peer review process, the development of FSANZ's
evidence base and the skills of its scientific workforce.3

% <http://www.foodstandards.gov.au/foodstandards/changingthecode/>

¥ This can be found at:

<http://www.foodstandards.gov.au/scienceandeducation/newsroom/mediareleases/mediareleases2009/1
6december2009propos4606.cfm>

% FSANZ Annual Report 2008-09, p. 15.
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Managing risk: developing proposals

3.40 Proposals provide FSANZ with the opportunity to address risks to the
currency and accuracy of the Code that may not be covered by an application.
It also allows FSANZ to set standards that could better address their legislated
objectives rather than relying on each applicant’s specific interests.

3.41 When it assesses a proposal, FSANZ’s assessment follows the same
processes for its consultation and scientific risk assessment as it does for
applications.

Managing risk: conducting code reviews

3.42 FSANZ’'s 2008-09 Annual Report states that it aims to maintain
currency by reviewing and updating the Code on a regular basis.** However,
FSANZ has advised that it has delayed implementing any reviews because of
‘the demands of routine standards-setting activities on our resources. This
resource constraint has also led to timelines for reviews already in progress
being extended’.

3.43 Notwithstanding these comments, FSANZ engaged the Office of
Legislative Drafting and Publishing to review the code for consistency, content
and useability. FSANZ advised that the report has been received and work had
commenced on responding to the matters raised. The jurisdictions will be
engaged in the resulting work.

Managing risk: potential gaps in the Code

3.44 However, the above review did not address currency of the Code and,
coupled with FSANZ'’s previously stated considerably reduced evaluation
capability in terms of staff and activity, resulted in FSANZ focusing its
operations on assessing applications. This has meant that the mechanisms to
assess and manage potential gaps in the existing standards, that is, proposals,
code reviews and evaluations are not occurring or they have a much lower
priority.

Developing food standards that promote domestic and
international regulatory consistency

3.45 Developing food standards that promote regulatory consistency is one
of the objects of the FSANZ Act as well as being a matter that FSANZ ‘must

*® For example, a general labelling review.
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have regard to’. FSANZ has a number of processes in place that contribute to
this objective including membership of international forums such as the Codex
Alimentarius Commission (Codex) and the Quadrilateral Group (Quads).

Codex

3.46  Australia is one of the 183 member countries of Codex. Consequently,
when FSANZ amends existing or develops new standards, it advised that any
relevant existing Codex standards and World Trade Organization provisions
are assessed to determine if they are applicable to Australia and New Zealand.
FSANZ has regard for the international standards and agreements but its main
focus is the health and safety of Australian and New Zealand consumers.

3.47 Codex states that:

International harmonization based on Codex standards, guidelines and
recommendations is essential to promoting a global approach to consumer
health protection, including systems for the reduction of food-borne risks, and
minimizing the negative effects of technical regulations on international trade.

3.48 FSANZ has advised that many of the standards that have been
incorporated into the Code are more stringent than the Codex standards, and
could be considered to protect Australians’ health and safety to a higher
degree. These include, for example, lower approval levels of a number of
additives and residue limits in the Australian standards. In these instances
harmonisation for Australia means that FSANZ develops standards that meet
Codex standards as a minimum requirement but often improve on this.

Quadrilateral Group

3.49  Australia, through FSANZ is also a member of the Quads. The Quads
which is made up of food safety experts from Australia, Canada, the United
States and New Zealand provides a forum for discussing emerging issues and
international best practice standards as they affect the four countries.

3.50 Such forums allow FSANZ to: participate in Codex working groups to
positively influence other member countries; share information and scientific
expertise with countries that are similar to Australia; remain current with
emerging food science technology and issues; and work towards international
harmonisation of its standards setting.

3.51 FSANZ'’s participation is also an important risk mitigation strategy for
standards setting that is to be underpinned by up to date science. The
information gathered from FSANZ’s participation may allow it to streamline
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some of its processes because of research that may have already been
conducted elsewhere.

Domestic consistency

3.52 As previously noted, the enforcement of food safety is the
responsibility of the States and Territories, and the Australian Government has
no explicit constitutional power to regulate food produced or sold in Australia.
In most jurisdictions, local government also plays a significant role.

3.53 To achieve national consistency, the States and Territories agreed in
1991 to unilaterally adopt common food standards. This agreement® was
subsequently updated and confirmed by COAG in 2000, 2002 and 2008. The
agreement was to form the basis for domestic consistency of the
implementation, monitoring, surveillance, compliance and enforcement of
food standards. Notwithstanding this, a Productivity Commission report in
2009 stated that ‘this objective has not been achieved to date’.

3.54 The report identified that implementation of food standards in
Australia is hampered because each jurisdiction continues to implement
regulation inconsistently. “The legislation that has actually been adopted by the
Australian states and territories is not always consistent with the Model Food
Act—even with regard to the compulsory Annex A4 For example:
Queensland and Victoria both use a different definition of food to that in the
FSANZ Act. Another example is the varying inspection powers granted by the
jurisdictions.®? Additionally, the New Zealand Government reserves the right
not to adopt certain standards.

Implementation Sub Committee

3.55  The activities of the States and Territories to implement and enforce the
Code are co-ordinated through the Implementation Sub Committee (ISC) of
FRSC, which advises the Ministerial Council. The membership of ISC
comprises senior staff from the state and territory departments that are
responsible for implementing and enforcing the Code within their

“° The Model Food Act, 1 December 2002, provides the mechanism by which jurisdictions should

consistently adopt and implement food standards developed by FSANZ.

“" The Annex includes definitions, offences and resulting penalties, applicable defences for transgressions,

emergency powers and proceedings for offences.

“2 Productivity Commission Issues Paper, Performance Benchmarking of Australian Business Regulation:

Food Safety, April 2009, p. 20.
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jurisdictions. Although FSANZ has no direct role in the implementation of
food standards, it advised that it has worked closely with ISC since 2006 to
develop an integrated approach to the development and implementation of
standards.*

3.56 The ISC is supporting FSANZ and the states and territories to develop
an implementation plan for a food safety standard* in parallel with the
standard, instead of after its completion. The aim is that such a concurrent
approach will impose a greater discipline in FSANZ’s legal drafting of
standards and improve national consistency of implementation.*

Consistency for imports

3.57 The Australian Quarantine and Inspection Service (AQIS) enforces the
Code for imported foods under the Imported Food Inspection Scheme for
Australia. However, it is not possible to inspect every food item that is
imported for all potential compliance issues. Inspections are therefore risk and
intelligence based, targeting food products that may pose a risk to public
health or may not comply with the legal requirements set out in the Code.
FSANZ provides advice to AQIS on risk levels for imported food, which
determine the level and frequency at which they are tested at the border.

3.58 However, 20 (34.5 per cent) of the 58 food recalls between March 2009
and April 2010 were of imported foods.#” Recalls of imported food items are:
small in comparison to the amount of imports overall; often similar in nature;
and 17 of the 20 originated from the same region. These results could be
because of: FSANZ not providing sufficient appropriate risk assessments;
AQIS not implementing the Scheme adequately; or the rapidly increasing
number of imported foods.

3.59 FSANZ has advised that it has agreed with AQIS to undertake a joint
independent review of the Imported Food Inspection Scheme which will
include the advice provided to AQIS.

3 DRAFT 21 July FSANZ Response to ANAO Report 45 and updated context, p. 5.

“ Thisis being trialled with the food safety standard for the egg industry.

* FSANZ Fact Sheet on Proposal P301, Primary Production and Processing Standard for Eggs and Egg

Products, April 2009. This can be found at:

<Fact Sheets 2009 - Food Standards Australia New Zealand>
“ FSANZ Annual Report 2008-09, p. 73.
47

See paragraph 5.16.
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Contributing to an efficient and internationally competitive food
industry

3.60 The FSANZ Act provides that any body or person can apply to FSANZ
to amend an existing food standard or develop a new one. From
1 October 2007 to 30 June 2010, FSANZ accepted 41 applications to amend the
Code. Of these 40 were from the food industry. The applications from industry
reflected the specific interests of the applicants and were primarily to amend
Chapter One of the Code®, particularly labelling, new foods and new food
technologies, additives and processing aids.

Regulatory impact statement

3.61 Applications for new or amended food standards, with a high impact
for business, individuals or the economy, are subject to a regulatory impact
statement (RIS) that FSANZ develops to assess the likely costs and benefits to
government, industry and consumers.

3.62  The Office of Best Practice Regulation (OBPR) has six principles of good
regulatory processes on its website that assist government agencies to address
the principle of ‘minimum effective regulation’. However, FSANZ as a national
standard setting body with a Ministerial Council as the decision maker is
subject to the COAG principles of best practice regulation rather than the
OBPR principles.

3.63 The OBPR assisted FSANZ to develop RISs and provided guidance on
the adequacy of the analysis against the relevant set of principles.** Although
these two sets of principles do not differ greatly, COAG principle 4 is not
reflected in the OBPR principles. COAG Principle 4 states that:

in accordance with the Competition Principles Agreement, legislation should
not restrict competition unless it can be demonstrated that:

. the benefits of the restrictions to the community as a whole outweigh
the costs, and

. the objectives of the regulation can only be achieved by restricting
competition.

“® These are standards that apply to all food matters such as labeling, additives, contaminants, residues

and microbiological and processing agents.

49" These can be found at: http://www.finance.gov.au/obpr/proposal/coag-requirements.html.
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Exclusive capturable commercial benefit

3.64 If an applicant or FSANZ determines that there is an exclusive
capturable commercial benefit*® for the applicant, a fee must be paid. This
resulted in 19 applicants paying a fee because they would derive a financial
gain from the resulting food standard/s. This also allowed the applicant to
potentially charge other entities that wished to use or benefit from the
approved standard, for example, via a licence to use novel foods including
additives and genetically modified organisms. For all accepted applications
FSANZ sought advice from OBPR to determine whether a RIS was required.

Developing standards with regard to the promotion of fair trading
in food

3.65  All food sold in Australia, including imported foods, must comply with
state and territory food legislation and other legislative requirements such as
trade practices law and fair trading legislation. This legislation contains
provisions governing false, misleading and deceptive conduct in the supply of
food in trade and commerce, including requirements concerning the place of
origin of goods. Manufacturers, suppliers and retailers of food must therefore
apply the provisions in the Code in conjunction with these other applicable
laws.

3.66  Ensuring that consumers are not misled or deceived requires them to
be well informed about food risks, and being informed has particular relevance
for FSANZ's standards setting in relation to labelling requirements. It is
difficult if the consumer is not provided with all the information that they
require to make an ‘informed choice’. Stakeholder surveys have shown that
this depends on satisfying consumers’ requirements regarding information,
which varies depending on the stakeholder. Labelling has been identified in
surveys as one of the more emotive and publicly controversial issues FSANZ
regularly faces. FSANZ’s approach to progressing the part of its Outcome
focused on ‘well-informed consumers” may be influenced by the results of the
Government'’s current Review of Food Labelling Law and Policy.

% Food Standards Australia New Zealand Act 1991, section 8: (the applicant may derive a financial gain

from the resulting standard; and any other entities would require the applicant’s agreement to benefit
financially from the approval of the application.)
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Developing standards with regard to Ministerial Council guidelines

3.67 The Ministerial Council is responsible for developing domestic food
regulation policy and policy guidelines for the setting of domestic food
standards. When it develops policy, the Ministerial Council takes advice from
FRSC and both bodies consult with stakeholders before the policy guidelines
are developed.

3.68 Once the Ministerial Council develops a guideline, it notifies FSANZ
and FZANZ must publish the new guideline as part of the existing list on its
website. Although the policy guidelines must not be inconsistent with the
legislated objectives of the FSANZ Act, they are not legislative instruments.>!

3.69  There are currently 10 policy guidelines that cover topics such as novel
food, fortification, residues and addition of substances other than vitamins and
minerals. These guidelines vary in intent and may require FSANZ to: maintain
the ’‘status quo’; amend an existing standard; or develop new standards
through proposals and regulatory frameworks. The changes to the standards
are to ensure wherever possible that the Code is consistent with the guidelines.

3.70 FSANZ must have regard to policy guidelines notified by the
Ministerial Council. FSANZ may suspend its consideration of an unpaid
application if the Ministerial Council has notified FSANZ that it is formulating
a policy guideline if*?, in the opinion of FSANZ, the application would be
affected by the guideline once formulated. FSANZ cannot, however, suspend
work on a paid application without the consent of an applicant. The maximum
period of time for suspension is 18 months.

Ministerial Council Reviews

3.71 The FSANZ Board has responsibility for developing and reviewing
amendments to the Code and notifying its decisions to the Ministerial Council.
Once this occurs the Council® has 60 days to either request FSANZ to review
the draft or notify FSANZ that it does not intend to request a review.

3.72  The Australia New Zealand Food Regulation Agreement, 2008 and the Joint
Food Standards Treaty list the grounds on which the Ministerial Council can

" Food Standards Australia New Zealand Act 1991, section 18 (3), (3A), (6).
52 Food Standards Australia New Zealand Act 1991, section 109 (9).
% Food Standards Australia New Zealand Act 1991, Part 3 Division 3.
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Setting Food Standards

require FSANZ to review a standard. These are that the standard: does not
protect public health and safety; is difficult to enforce or comply with in both
practical or resource terms; places an unreasonable cost burden on industry or
consumers; does not provide adequate information to enable informed choice;
is not consistent with the objectives of the legislation which establishes
FSANZ; is not consistent with existing policy guidelines set by the Ministerial
Council; and does not promote consistency between domestic and
international food standards where these are at variance.

3.73  Until recently one or more Ministers could request FSANZ to review a
standard. However, changes to the FSANZ Act and the Australia New Zealand
Inter-governmental Agreement from 6 July 2010 now require the Ministerial
Council to have a simple majority to request FSANZ to review a standard.>

3.74 FSANZ must complete the review within three months unless the
Council allows a longer period. After conducting the review, FSANZ must:
reaffirm; reaffirm with amendments or withdraw its approval of the draft. The
Ministerial Council then determines whether it will accept, amend or reject the
draft standard.

3.75 The Ministerial Council has only requested three reviews since the
October 2007 legislative amendments. Consequently, the ANAO examined all
review requests since mid-2004%, to enable sufficient comparison. FSANZ
generally met or bettered the timeframes to complete the requested reviews
and the Ministerial Council did not reject any standards that were subject to
the 29 reviews that it had requested since mid-2004.

¥ The Council is limited to reasons and criteria specified in the Australia New Zealand Inter-governmental

Agreement 2010.

®  These were the review requests that were published on FSANZ’s website at 10 February 2010.
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4. Meeting Regulated Timeframes

In developing food regulatory measures, FSANZ must meet its legislative objectives
including legislated timeframes for assessing and considering applications. FSANZ’s
approach to managing these requirements is assessed in this chapter.

Introduction

41 Over time, the Australian Government has committed to reducing the
regulatory burden on Australian businesses and not-for-profit organisations
within the food industry, without compromising public health and safety.
Amendments to the FSANZ Act in 2007 specified the objectives FSANZ must
meet when it develops or amends food standards. While the focus is on
satisfying customer protection matters, FSANZ must also have regard to ‘the
desirability of an efficient and internationally competitive food industry’.

4.2 The 2007 amendments were designed to streamline FSANZ'’s
application procedures and enhance the efficiency of the regulatory process.
These amendments included the introduction of processes to consider
applications according to complexity, with reduced legislated timeframes for
most applications.

4.3 Another of the legislative changes was to allow an applicant to pay a
fee for FSANZ to develop or amend a standard that will give the applicant a
competitive advantage. An applicant may also submit an application and pay a
fee to expedite the consideration of an application. These changes were
designed to enable industry to have its applications dealt with more rapidly
and to overcome what was seen as an impediment to an efficient and
competitive food industry.

4.4 The ANAO reviewed FSANZ’'s approach to managing these
requirements including:

J meeting its regulated timeframes; and

. prioritising its work program and food regulatory measures.

Regulated timeframes

4.5 As indicated in Chapter 3, applications are subject to a two-part
assessment process. Both of these processes are subject to regulated
timeframes.
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Meeting Regulated Timeframes

Timeframes for administrative assessments

4.6 When FSANZ receives an application it conducts an administrative
assessment to meet the legislative requirement to accept or reject an
application within 15 business days of receipt. During this assessment FSANZ
considers whether: the application meets the application requirements; the
application relates to a matter that may be developed as a food regulatory
measure or variation of a food regulatory measure; the application is so similar
to a previous application or proposal that it ought to be rejected; or there are
any other relevant matters.

4.7 The ANAO reviewed the reports for all of the 47 applications received
by FSANZ between 1 October 2007 and 30 June 2010 that had undergone
administrative assessments. The ANAO determined that FSANZ met the
legislated administrative assessment timeframe for all of these applications.

4.8 The details of accepted applications are placed on the Food Standards
Development Work Plan (Work Plan) that FSANZ develops and publishes on
its website.® The Work Plan is further covered later in this chapter.

Timeframes to consider applications

4.9 The 2007 legislative amendments changed the procedures from dealing
with all applications generically, to introducing four types of procedures with
mandatory timeframes. These timeframes were determined according to each
procedure’s scope—general, minor, major and urgent (see Table 4.1).

% When FSANZ develops it own proposal to change the Code, it issues a notice to the public that it intends

to assess a proposal, and places the details of its proposal on the Work Plan.
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Table 4.1

Procedures, their timeframes and applicable fees at 30 June 2010

Procedure LRI R_egulated Public Consultation Fees
allowed Timeframe
a
General <500 9 months Once—after draft regulatory $53 500
Level 1 measure developed
a
General 500-850 | 9 months Once-after draft regulatory $90 950
Level 2 measure developed
Once—after the draft
regulatory measure is
Minor <175 3 months developed—targeted to the $18 725
applicant and appropriate
government agencies only
12 months . $112 350,
. Twice—once after assessment
with a . plus $107
. . and again after the draft
Major >1050 possible per hour
- regulatory measure or
extension of - after 1 050
variation has been developed
6 months hours
Urgent Assessment | Twice—after the draﬂ
to be regulatory measure is
(standard completed developed before publication | \
approved and within of approved standard; and
issued prior to 12 months of | after assessment of standard
assessment) gazettal prior to its re-affirmation
Source: FSANCZ legislation (Act and Regulations)

4.10
commencement of consideration to the date of the Board’s approval of the
draft food regulatory measure. However, FSANZ is able to ‘stop the clock” if it
needs further information from the applicant before the consideration can be

The legislated timeframes are based on the elapsed period from

completed.””
Timeframes to consider proposals

411
However, unlike applications, FSANZ is not bound by a legislated timeframe
(with the exception of Maximum Residue Limits). Nevertheless, FSANZ has
stated that it intends to process proposals within similar timeframes to
applications.

Proposals are also considered under the most appropriate procedure.

Food Standards Australian New Zealand Act 1991, s108, s109 Part (6).
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Meeting Regulated Timeframes

Cost recovery when considering applications

412 FSANZ recovers costs from applications that have an exclusive
capturable commercial benefit or where applicants wish to expedite
consideration of their application. The cost recovery arrangements are set out
in the FSANZ Act and Regulations.*

413 The assessment period for an application begins on the day a charge or
first instalment has been paid if a fee is payable.” If no fee is payable, it is on
the day FSANZ begins its assessment. The fees for each type of application are
provided in Table 4.1.

414 FSANZ recently announced two proposed charges in its fee structure
that cover:

. growing statutory administrative costs relating to newspaper
notifications for approval and gazettal of amendments to the Code,
which are not covered under the current arrangements; and

. the increased costs resulting from the setting up of the Federal Register
of Legislative Instruments, which are not taken into account in
FSANZ’s current cost recovery arrangements.

415 From 1 July 2010, FSANZ increased its fees from $107 to $115 per hour.

416 As well as processing applications, FSANZ staff regularly spend
additional time providing pre-application guidance and ongoing advice to
assist in the preparation of paid and unpaid applications with further advice
provided if the application is initially incomplete or rejected. Although this
contributes to a successful relationship with the applicant and applications
meeting FSANZ’s requirements, the additional time taken for paid
applications is not included in the fee, so is not recoverable.

417 FSANZ has also advised that project teams commence their planning
up to eight weeks prior to the planned consideration start date. The planning
includes a range of activities that are not included in the fee and also not
recoverable. These include: allocation of work; commencing the risk
assessment; determining the key assessment questions; identifying problems
or issues; commencing a cost benefit analysis; completion and submission of

8 Food Standards Australia New Zealand Act, section 146.

% Food Standards Australia New Zealand Act, section 109 (2).
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the Office of Best Practice Preliminary Assessment Report; determining the
extent of consultation; and commencing the analysis of consumer issues.

Food Standards Development Work Plan

418 The FSANZ Act requires FSANZ to develop and publish a three year
forward plan for applications and proposals on which it intends to develop
standards or variations to standards. It must also consult interested persons
during this process.®

419 To meet the above requirement, FSANZ developed the Work Plan. The
Work Plan groups applications and proposals into two parts—applications and
proposals received since 1 October 2007; and applications and proposals
initiated or received prior to this date.

420 FSANZ is required to update and review the Work Plan at least
quarterly. However, FSANZ generally updates the Work Plan monthly or
when new applications or proposals are listed, then publishes the updated
plan on its website.

4.21 FSANZ also amends the Work Plan to reflect ongoing changes to the
expected timetable for consideration of applications and proposals. These
changes, which arise as the assessment progresses, override the timeframes
notified to the public in the administrative assessment report or any
subsequently updated timeframes on the Work Plan. Consequently there is no
history in the Work Plan of the original, planned timeframes.

4.22  If FSANZ maintained a history in the Work Plan of all timeframes this
would track all changes in the plan and total timeframes from receipt of the
application to Board approval and Ministerial sign-off. This would allow
FSANZ to review any slippage as it re-prioritises its work and inform
interested parties, particularly applicants.

% Food Standards Australia New Zealand Act 1991, s20.
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Meeting Regulated Timeframes

Prioritising food regulatory measures
4.23 The FSANZ Act provides that:

The consideration of an application in relation to which a charge is fixed under
subsection (6) must not displace the development of, or variation to, any other
food regulatory measure in a three year plan.®!

424 That is, the assessment of paid applications must not displace unpaid
applications and proposals, in a three year plan. Although this requirement
does not apply to applications or proposals listed on the Work Plan prior to
1 October 2007, the ANAO analysed reports for these applications and
proposals to determine whether any were delayed and the reasons for the
delay.

4.25 Despite the above legislative requirement, FSANZ’'s Application
Handbook states that FSANZ prioritises its work rather than process
‘“unlimited numbers of applications within a fixed period’. The Application
Handbook also states that unpaid applications should be processed in the
order of their receipt.

4.26  Under its regulations, FSANZ must commence consideration of paid
applications as soon as a fee is paid or a first instalment if applicable, resulting
in compression of the timeframe between the administrative assessment and
the consideration period.

4.27  Applicants that do not pay a fee have the same regulated consideration
timeframes, but the start of consideration is significantly delayed. The
consideration of unpaid applications can be deferred for months—often until
the subsequent financial year. Consequently, the assessment timeframes
introduced in the amendments to the FSANZ Act in 2001 have had much less
impact on the actual time for processing unpaid applications.

Prioritisation of paid and unpaid applications

4.28 The Work Plan listed five applications received prior to 1 October 2007.
Three of these have been grouped into a single proposal and the remaining
two are waiting for a policy review or advice from the applicant. The oldest
active application in this group was received 17 February 2006.

%" Food Standards Australian New Zealand Act 1991, s146, Part (7).
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429 To determine whether paid applications had displaced other food
regulatory measures since 1 October 2007 and any trends for applications or
proposals that had not commenced, the ANAO reviewed the Work Plans that
were published on the FSANZ website during 2010. This was to compare the
timeframe between the administrative assessment and start of consideration
for the 41 accepted applications.®? The results are summarised in Table 4.2.

Table 4.2

Applications—timeframe between the administrative assessment and the
consideration period

Application Number 15-30 days 6 months 9-12 months 13 months
Paid (all
started) z 27
Unpaid (started) 1 1
Unpaid (not
started)
Planned start 12 4 4 4

430 The average delay between the administrative assessment and the
actual start of scientific consideration is 21 days for paid applications and
10 months for the planned start for unpaid applications.®

431 Once the ‘clock’” starts on the consideration of an application, the
regulated timeframes apply. The planned consideration timeframes published
in the Administrative Assessment all complied with the regulated timeframes.
However, the actual consideration times often exceeded the regulated
timeframe.

Unpaid applications
432 As previously stated, at 30 June 2010 FSANZ had commenced

consideration of only one application received since 1 October 2007. The
consideration of this application started two months later than planned.

%2 The Work Plans were dated: 11 February, 26 May, 25 June, 2 July and 28 July.

% The delay for the only unpaid application for which FSANZ had started its consideration was 9.5 months.
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Meeting Regulated Timeframes

Paid applications

433 Figure 4.1 compares the planned to the actual time for finalised
applications. It also shows the revised timeframe if an application was still
being considered.

Figure 4.1

Legislated, planned and actual timeframes for paid application received
since 1 October 2007
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Source: ANAO analysis of FSANZ data at 30 June 2010

4.34  The planned consideration timeframes published in the administrative
assessment reports all complied with the regulated timeframes. Additionally,
some timeframes published in the Work Plan do not match the regulated
timeframes.

Proposals

435 Once a proposal is listed on the Work Plan, it also must not be
displaced by a paid application. In the majority of cases, FSANZ is exceeding
the time planned to develop proposals. Proposals do not have a legislated
timeframe unless they are developed to set standards for maximum residue
limits (MRLs). Generally, FSANZ met the timeframe for MRLs so these
proposals were not included in the ANAO’s further assessment of proposals.
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436 The ANAO reviewed the FSANZ Work Plans published on the FSANZ
website on 11 February, 26 May, 25 June, 2 July and 28 July. FSANZ had listed
17 proposals, three were for MRLs, which were listed on the February Work
Plan or had been added to subsequent plans.

4.37 The ANAO analysed the time taken to complete all of the proposals
that appeared on these Work Plans. The results are summarised in Table 4.3.

Table 4.3
Timeframes for proposals

Timeframe Number of proposals (out

of 14)
Post 1 October 2007
Completed proposals that met or bettered the planned 2
timeframe
Completed proposals that exceeded the planned timeframe by 3 2
and 4%z months
Incomplete proposals expected to meet the planned timeframe 2
Incomplete proposals expected to exceed the planned 3
timeframe between 4% and 9 months
Pre October 2007
Completed proposal timeframe 90 months 1
Incomplete proposals timeframe estimated between 55%2 to 4
114%2 months
Total 14

Source: ANAO analysis of FSANZ Work Plans and assessment reports.

Prioritising FSANZ’s overall work program

4.38 FSANZ has advised that the payment of a fee to consider an application
was to be allocated to additional resources for unpaid applications so these
would not be delayed. Employing additional staff is sometimes difficult for
FSANZ to manage because there is a limited pool of qualified and experienced
people available in Australia. This was also aggravated by the reduction in
staff numbers from 158 at 30 June 2008 to 118 at December 2009, although this
had risen to 140 by 30 June 2010. Estimating the timing and amount of fees that
will be paid is also difficult.

ANAO Audit Report No.15 2010-11
Food Standards Australia New Zealand

90




Meeting Regulated Timeframes

Table 4.4

Fees for paid applications compared to total revenue for 2007-08 to
2009-10 inclusive

2007-08 2008-09 2009-10
Application fees ($'000) $600 $389 $680
Total revenue ($°000) $22 059 $20 614 $22 526
Fees as a percentage of total o o o
revenue (%) 2.8% 1.8% 3.0%

Source: FSANZ Annual Reports for relevant years — notes to Financial Statements.

439 As indicated in the preceding paragraphs, the capacity for FSANZ to
suitably balance competing priorities is influenced by its resourcing and
approach to prioritisation. Whereas FSANZ receives very little of its income
from paid applications (see Table 4.4) the bulk of its standards setting between
2007-08 and 2009-10, resulted from these applications.®* While all government
agencies need to balance their priorities with respect to available resources,
any underlying reasons for not being able to consistently comply with
legislative requirements should be examined. Many factors can influence an
agency’s performance, including workload, how resources are allocated to
different functions and the productivity achieved. Understanding these factors
would better position FSANZ to assess its current approach and, as necessary,
discuss its resourcing with government and stakeholders.

4.40 FSANZ has advised that although it is unable to meet all of its
legislated requirements owing to resource constraints, it now identifies in its
Work Plan any applications or proposals that have been displaced. FSANZ
also advised that it intends to report in future annual reports its compliance
against the requirement that paid applications must not displace the
development of any other food regulatory measure in its Work Plan. This
approach will improve the transparency associated with FSANZ's
prioritisation of its Work Plan.

o4 Although standard setting constitutes FSANZ’s major responsibility it also carries out a number of other

activities (further detailed in Chapter 5) such as coordinating: food incidents; recalls; monitoring and
surveillance; and educating and providing information to stakeholders.
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Recommendation No.3

441 To improve the transparency of the approach being taken by FSANZ to
process applications, the ANAO recommends that FSANZ:

J assess options to obtain a more appropriate balance between meeting
the regulated timeframes for paid applications while also complying
with the legislative requirement that paid applications must not
displace unpaid applications or proposals in its Food Standards
Development Work Plan; and

o publicly reports its compliance with this legislated requirement.

FSANZ response

442 Agreed. FSANZ has commenced work to develop and implement the
enhancements necessary to address this recommendation.
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5. Monitoring Standards and
Addressing Market Failures

FSANZ’s approach to monitoring the implementation of food standards and its role in
coordinating responses to major food incidents and recalls is summarised in this
chapter.

Introduction

5.1 As well as its role in setting food standards, FSANZ has a number of
additional functions. Most of these functions are incorporated into FSANZ’s
standard setting processes (see Chapter 3 of this report). Of the remaining
functions, this chapter examines how FSANZ:

. coordinates the collection of data on monitoring and surveillance
activities;

. coordinates responses to major food incidents;

. coordinates food recalls; and

. develops stakeholder education activities.

FSANZ conducts these activities for Australia only.

Monitoring and surveillance

5.2 FSANZ and other government agencies in Australia and New Zealand
monitor the food supply to determine whether it is safe, and that foods comply
with standards for microbiological contaminants, pesticide residue limits and
chemical contamination. FSANZ has a bi-national surveillance and
enforcement strategy which allows food/health agencies to discuss and share
information about monitoring and surveillance of the food chain.

5.3 FSANZ acts as the central point for collection of food surveillance data
from public health units. This data includes the results of general compliance
testing, and specifically targeted surveys conducted in the various
jurisdictions. FSANZ regularly conducts and publishes a number of studies
including the Australian Total Diet Study (ATDS) and National Food Handling
Surveys.

5.4 Using the biennial ATDS and the National Nutrition Survey, FSANZ
develops a mix of prescriptive and outcomes based standards. FSANZ’s ability
to report against outcomes based standards is reliant on the quality and
availability of data from a number of sources that may include other
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Commonwealth agencies and jurisdictions including New Zealand. Unless
data is consistently collected and of sufficient quality, FSANZ'’s collection and
analysis of this food surveillance data can not be fully effective.

5.5 Also data that are collected and reported for individual standards do
not always link to higher level KPIs. Once baselines are determined for
individual standards FSANZ could consider how it could link these and
subsequent comparative reports to its higher level KPIs to enable it to measure
the effectiveness of its standards setting.

Major food incidents

5.6 Major food incidents can result in public health and safety risks for
consumers and can also cause widespread consumer concern and significant
disruption to domestic and international trade. A major food incident is
usually triggered when one or more standards are not met. Incidents can
involve microbiological, chemical, radiological, physical or unknown hazards.
Incidents may occur regardless of whether the food is domestically produced
or imported.

5.7 FSANZ administers the National Food Incident Response Protocol (the
Incident Protocol) to coordinate major food safety incidents that could, or are
expected to impact on multiple government jurisdictions.

5.8 The Incident Protocol does not, however, override existing response
protocols of individual agencies or jurisdictions. Instead it provides a link
between the protocols of Australian Government and state and territory
agencies responsible for food safety and food issues. Under the Incident
Protocol, FSANZ provides the central notification point. If an incident
escalates, specific roles and responsibilities (for example, lead agency, risk
assessor, risk communicator) are assigned to the appropriate officers and
agencies.

5.9 FSANZ has coordinated 14 incidents under the Incident Protocol since
it was introduced in late 2006. The Incident Protocol was reviewed after each
incident, and is currently being revised to clarify more fully the roles of
government agencies and to provide improved guidance in relation to the
development of risk assessments during the response to food incidents.
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Monitoring Standards and Addressing Market Failures

Food recalls

5.10 A food recall is an action taken to remove from sale, distribution and
consumption foods which may pose an unacceptable safety risk to consumers.
A major food incident could result in a recall or it may be initiated from a
variety of sources such as manufacturers, wholesalers, retailers, medical
practitioners, government agencies (for example, the police or a health
authority) and consumers.®® Recalls occur in consultation between state and
territory health authorities and a sponsor who is usually the product's
manufacturer or the importer.*

511 To help food businesses plan for and respond to an incident where the
recall of potentially unsafe food is required, FSANZ in consultation with state
and territory food authorities and the food industry developed the Food
Industry Recall Protocol (the Recall Protocol). 7

512  Recalls are carried out at either a trade or consumer level. A trade recall
involves recovery of the product from distribution centres and wholesalers and
may also involve recovery of product from hospitals, restaurants and other
major catering establishments, and outlets that sell food manufactured for
immediate consumption or food that is prepared on the premises.

5.13 A consumer recall involves recovery of the product from all points in
the production and distribution networks/chains including from consumers.
This also includes any affected product in the possession of consumers.®

514 FSANZ provides the Australian Competition and Consumer
Commission (ACCC) with reports obtained from the sponsors for trade and
consumer food recalls it coordinates. This enables the ACCC to meet its
obligation to satisfy its Minister® (the Treasurer) that a voluntary recall has
been conducted satisfactorily and that consumers have been protected.

% FSANZ website: http://www.foodstandards.gov.au/consumerinformation/foodrecalls/foodrecallstats.cfm

% FSANZ website: http://www.foodstandards.gov.au/consumerinformation/foodrecalls/foodrecallstats.cfm.

" Food Industry Recall Protocol, 6th Edition, September 2008.
68

This can be found at:
http://www.foodstandards.gov.au/consumerinformation/foodrecalls/foodrecallstats.cfm.

% At the time the audit was conducted this was the Minister for Competition Policy and Consumer Affairs.
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Sponsors’ reports

515 FSANZ lists consumer recalls on its website on a 12-month rolling
basis. At the time of audit, 47 consumer recalls were recorded for the period
March 2009 to March 2010. These were all reconciled to the food recalls listed
on the ACCC website.

516 The ANAO reviewed FSANZ’s files for recalls received between
7 March 2009 and 16 April 2010 including trade recalls where information was
available. Of the 58 recalls, FSANZ closed five of the files without receiving a
sponsor’s report.”

5.17  Although it has developed the Recall Protocol, in cases where the
sponsor refuses to submit a recall report, FSANZ advised that:

it has no power to require that the sponsor submits a recall report. The
jurisdictions have indicated in the past that they can assist in these situations.
While they may be reluctant to exercise their legal powers, the fact that they
have powers to fall back on can be used by them to encourage the sponsor to
comply with their recall responsibilities.

5.18 While, FSANZ has no power to request a sponsor’s report, the Recall
Protocol” states that if the sponsor’s report is not received or it is
unsatisfactory, FSANZ will refer the matter to ACCC. FSANZ advised that an
unsatisfactory report would be one where there was a failure by the sponsor to
answer one or more of the required questions. Although FSANZ advised that
there were no instances of it referring an unsatisfactory report to ACCC, it had
notified the ACCC when sponsors’ reports were not received. FSANZ'’s actions
met the protocol’s requirements about sponsors’ reports.

Trade recalls for foods not fully recovered

519 FSANZ also coordinates trade recalls that are not detailed on its
website and public notification is not required. In the six months from
1 July 2009 to 31 December 2009, there were six trade recalls. Of these, two
highlight issues of concern.

™ Of these 58 recalls, 20 (34 per cent) were for imported products.

™ Food Industry Recall Protocol, 6th Edition, September 2008, p. 38.
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Monitoring Standards and Addressing Market Failures

Recall 2009/51—semi-dried tomatoes

5.20  One trade recall (October 2009) was for semi-dried tomatoes potentially
infected with Hepatitis A. The decision was made within a State jurisdiction to
undertake a voluntary trade recall. Although there was no requirement for
public notice, the incident received extensive media coverage. Throughout this
incident, state and territory health departments issued media releases advising
consumers not to eat particular semi-dried tomato products.

521 FSANZ received the sponsor’s report that noted 70 per cent of the
potentially infected tomatoes were not recovered. However, the tomatoes
could not be reliably traced once they had been distributed to wholesalers and
retailers. FSANZ subsequently developed an urgent proposal to address the
lack of traceability of semi-dried tomatoes although this was put on hold.
However, the agency has advised that the proposal has since been abandoned
‘as current arrangements allow these issues to be managed and the need for
any additional measures will be considered in future horticulture work’.

5.22  Although FSANZ received a report that showed that 70 per cent of the
possibly infected tomatoes were not recovered, no further immediate action
was taken by any of the parties involved to address the potential risk.

Recall 2009/41—paw paw

5.23  Another trade recall (September 2009) was for paw paws infected with
a bacterial skin contamination. The decision was made within a State
jurisdiction to undertake a voluntary trade recall. The sponsor’s report was
subsequently received by FSANZ and submitted to ACCC. The report noted
that 55 per cent of affected units were not recovered. The sponsor commented
in the report that the unrecovered stock had been ‘already on-sold to the
public’. As it was treated as a trade-level recall, no public notice was required.
However, the sponsor worked with the State health department, which had a
public health notice published in newspapers that included how to treat the
fruit to combat the health risk.

5.24 FSANZ could make more rigorous assessment of the actions detailed in
sponsors’ reports which would assist it to determine whether the most
appropriate action was taken to reduce risks to consumers. This would also
help inform future reviews of the appropriate safety standards within the
Code. FSANZ has advised that it continues to work through the Incident
Protocol with the States and Territories to resolve the traceability issues and
prevent any further contaminated product reaching the market.
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Stakeholder education

5.25 FSANZ’s guidance and education activities in relation to standards take
a two-pronged approach. Under the FSANZ Act, FSANZ's legislated functions
include:

J the development of guidelines to assist the interpretation of the Code;”
and
. in co-operation with the States and Territories, developing food

education initiatives, including the publication of information to
increase public awareness of food standards and food labels.”

User guides to the Food Standards Code

5.26  On its website, FSANZ provides a comprehensive number of ‘simple’
user guides to help manufacturers, retailers and food officers interpret and
apply the Code. This contributes to the legislated objectives of protecting
public health and safety and preventing misleading or deceptive conduct.
FSANZ has advised that five user guides, focussed on labelling, have been
recently updated and will be published on its website.

5.27 The guides cover matters that include mandatory fortification, food
safety programs, labelling and additives, meat and meat products and,
microbiological limits. The guidelines also assist industry and enforcement
officers to interpret the Code, and are a legislated function of FSANZ.

5.28 There is no similar guide to the Code aimed at consumers. A brief
practical insight to the Code, its contents and application to the food supply,
and the relationship between each party to food regulation, would be valuable.
This could manage, in part, some of the stakeholder misunderstanding of
FSANZ’s actual remit. It would also help FSANZ to satisty the legislated
objective of providing adequate information relating to food to enable
consumers to make informed choices.” Educating consumers about the Code
overall, would assist FSANZ to assess the impact of informing consumers
against individual standards in the Code.

2 Food Standards Australia New Zealand Act 1991, section 13 (1) (c).
™ Food Standards Australia New Zealand Act 1991, section 13 (1) (i)-
™ Food Standards Australia New Zealand Act 1991, section 18 (1) (b).
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Monitoring Standards and Addressing Market Failures

Consumer information

529 On its website, FSANZ provides consumer information on various
subjects that may be of concern to the public or relevant to food consumption.
These include fact sheets, videos, posters, brochures and pocket guides. While
not related directly to the development of regulatory measures, these
initiatives may contribute to the achievement of the objective of providing
adequate information to enable consumers to make informed choices. The
information covers: labelling of food; advice for pregnant women; food safety
(including handling and hygiene tips); new foods and technologies; food
additives; food allergies; and fortification.

5.30  Although this material covers a wide range of topics and addresses
information about individual food standards it does not provide an overall
view of the Code. Nevertheless, this material contributes in part, to the
legislated objective of providing adequate information to enable consumers to
make informed choices.

5.31 To be informed however, consumers need to be internet capable, aware
of FSANZ and access its website. FSANZ website statistics, for the 100 web
pages it considers are aimed at consumers, showed that between
1 December 2009 and 30 June 2010 these pages were viewed 3.09 million times,
with 1.05 million of these being unique views.

5.32 An example of the information provided is the advice that FSANZ
developed for women who are in the early stages of pregnancy or are
intending to become pregnant. This information provides a “package’ that
includes information on fortification, diet, talking to a GP and
supplementation.

5.33  While this is very helpful for the targeted group these issues relating to
food, health, hygiene, supplementation and similar matters are within the
purview of Commonwealth agencies such as DoHA, schools and State and
Territory agencies. FSANZ could assess as part of its planning processes,
whether it is the agency best placed and resourced to take the lead for these
types of functions.
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5.34 Additionally, Choice, the major Australian consumer advocate, has a
community of more than 200 000 people. The Choice website includes a brief
explanation of the food regulation system and a link to FSANZ. This affords
FSANZ a mechanism that connects interested consumers to the organisation.
This is particularly valuable if consumers were previously unaware of
FSANZ'’s existence or its role in food regulation.

= A

Ian McPhee Canberra ACT
Auditor-General 18 November 2010
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Appendix 1: Agency’s response
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Series Titles

ANAO Audit Report No.1 2010-11

Implementation of the Family Relationship Centres Initiative

Attorney-General’s Department

Department of Families, Housing, Community Services and Indigenous Affairs

ANAO Audit Report No.2 2010-11

Conduct by Infrastructure Australia of the First National Infrastructure Audit and
Development of the Infrastructure Priority List

Infrastructure Australia

ANAO Audit Report No.3 2010-11

The Establishment, Implementation and Administration of the Strategic Projects Component of
the Regional and Local Community Infrastructure Program

Department of Infrastructure, Transport, Regional Development and Local
Government

ANAO Audit Report No.4 2010-11

National Security Hotline

Australian Security Intelligence Organisation
Attorney-General’s Department

Australian Federal Police

ANAO Audit Report No.5 2010-11
Practice Incentives Program
Department of Health and Ageing
Medicare Australia

ANAO Audit Report No.6 2010-11

The Tax Office’s implementation of the Client Contact - Work Management - Case
Management System

Australian Taxation Office

ANAO Audit Report No.7 2010-11
Confidentiality in Government Contracts: Senate Order for Departmental and Agency
Contracts (Calendar Year 2009 Compliance)

ANAO Audit Report No.8 2010-11
Multifunctional Aboriginal Children’s Services (MACS) and Créches
Department of Education, Employment and Workplace Relations
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Series Titles

ANAO Audit Report No.9 2010-11

Green Loans Program

Department of the Environment, Water, Heritage and the Arts
Department of Climate Change and Energy Efficiency

ANAO Audit Report No.10 2010-11
Centrelink Fraud Investigations

ANAO Audit Report No.11 2010-11
Direct Source Procurement

ANAO Audit Report No.12 2010-11

Home Insulation Program

Department of the Environment, Water, Heritage and the Arts
Department of Climate Change and Energy Efficiency
Medicare Australia

ANAO Audit Report No.13 2010-11
Implementation and Administration of the Civil Aviation Safety Authority’s
Safety Management System Approach for Aircraft Operators

ANAO Audit Report No.14 2010-11
Capitalisation of Software

Australian Bureau of Statistics

Civil Aviation Safety Authority

IP Australia
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Current Better Practice Guides

The following Better Practice Guides are available on the Australian National Audit
Office website.

Strategic and Operational Management of Assets by
Public Sector Entities —

Delivering agreed outcomes through an efficient and

optimal asset base Sep 2010
Implementing Better Practice Grants Administration June 2010
Planning and Approving Projects

an Executive Perspective June 2010

Innovation in the Public Sector

Enabling Better Performance, Driving New Directions Dec 2009
SAP ECC 6.0

Security and Control June 2009
Preparation of Financial Statements by Public Sector Entities June 2009

Business Continuity Management

Building resilience in public sector entities June 2009
Developing and Managing Internal Budgets June 2008
Agency Management of Parliamentary Workflow May 2008

Public Sector Internal Audit

An Investment in Assurance and Business Improvement Sep 2007
Fairness and Transparency in Purchasing Decisions

Probity in Australian Government Procurement Aug 2007
Administering Regulation Mar 2007
Developing and Managing Contracts

Getting the Right Outcome, Paying the Right Price Feb 2007
Implementation of Programme and Policy Initiatives:

Making implementation matter Oct 2006
Legal Services Arrangements in Australian Government Agencies Aug 2006
Administration of Fringe Benefits Tax Feb 2006
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User—Friendly Forms
Key Principles and Practices to Effectively Design
and Communicate Australian Government Forms

Public Sector Audit Committees
Fraud Control in Australian Government Agencies
Better Practice in Annual Performance Reporting

Management of Scientific Research and Development
Projects in Commonwealth Agencies

Public Sector Governance
Goods and Services Tax (GST) Administration

Building Capability—A framework for managing
learning and development in the APS

Performance Information in Portfolio Budget Statements

Some Better Practice Principles for Developing
Policy Advice

Rehabilitation: Managing Return to Work

Building a Better Financial Management Framework
Building Better Financial Management Support
Commonwealth Agency Energy Management

Controlling Performance and Outcomes

Protective Security Principles
(in Audit Report No.21 1997-98)

Better Practice Guides

Jan 2006

Feb 2005
Aug 2004
Apr 2004

Dec 2003
July 2003
May 2003

Apr 2003
May 2002

Nov 2001
June 2001
Nov 1999
Nov 1999
June 1999
Dec 1997

Dec 1997
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