	
	


	
	



	
	


Overview

	Key points

	· Regulation of the manufacturing and distributive trades sectors is complex and diverse, involving all tiers of government. This study proposes the reduction of Australian Government regulations which are unnecessarily burdensome for businesses in these sectors. These initiatives build on the significant amount of reform currently underway, including the expanded COAG regulation reform agenda.

· Many of the concerns raised by businesses related to jurisdictional differences in the implementation and enforcement of regulations. While governments are pursuing greater uniformity, this process is ongoing but incomplete, leading to a level of frustration by businesses.

· A common concern of businesses was poor communication with regulators. The information provided by regulators could be difficult to access, inconsistently communicated or costly to understand. Poor communication can also be a barrier to small businesses entering markets as they may be less able either to employ or to contract expert assistance to understand the regulations affecting them.
· Concerns which were the subject of other reviews (such as chemicals and plastics) have been referred to the relevant agency. This review has identified and addressed three main areas.
· Food regulation can be made less burdensome by
· increasing national consistency of regulation
· improving timeliness and transparency of decision making by the Australia New Zealand Food Regulation Ministerial Council
· ensuring public health issues are considered by the Health Ministers’ Conference before referring any food regulation-related issues to the Australia New Zealand Food Regulation Ministerial Council.
· The frameworks for approving and registering new pharmaceutical medicines, veterinary medicines and medical devices can be streamlined by
· wider recognition and acceptance of international processes, audits and certification of medicines by reputable overseas regulators
· improving coordination between regulators where regulatory processes overlap 
· implementing the ANZTPA-related reforms which streamline and clarify advertising rules for medicines and the associated complaints system 
· a comprehensive review of health technology assessment processes.
· Compliance and enforcement of environmental regulations can be improved to ensure the policy objectives are being achieved and that complying businesses are not disadvantaged. These regulations include
· the water efficiency labelling and standards scheme 
· energy labelling and minimum energy performance standards.


	

	


Overview

In February 2007, the Commission was asked to review, over a five-year period, the burdens on business arising from Commonwealth Government regulation. The review process will be repeated at the end of each five-year period.  
This is part of a broader range of measures set in train by the Commonwealth Government and the Council of Australian Governments (COAG) to consider the extent to which the regulatory burden on businesses can be reduced or removed. In February 2006, as part of the National Reform Agenda, COAG agreed that: 

· all Australian governments would review, annually and publicly, existing regulation to identify priority areas where reform would provide significant net benefits to business and the community 
· these reviews should identify reforms that will enhance regulatory consistency across jurisdictions or reduce duplication and overlap in regulation and regulatory bodies. 
The objective of the review is to ensure that the current stock of regulation is efficient and effective and to identify priority areas where regulation needs to be improved, consolidated or removed in order to raise productivity. The Commission’s task is to identify improvements to regulation that will lower costs for industry without compromising the underlying policy objectives. 
The regulations to be assessed each year are determined according to the sector on which they have their main impact. For 2008, the task is to examine regulations that affect the manufacturing and distributive trades (wholesale and retail) sectors. This work is being done in a context of significantly increased attention by the Australian Government and COAG since December 2007 to reducing regulatory burdens, including a significant increase in the number of identified regulatory hotspots and associated review and reform activity. These concurrent activities include, among other things, major reviews of automobiles; textiles, clothing and footwear; chemicals and plastics; and innovation and a large amount of review and reform within Australian Government agencies.

The range of regulations that apply to manufacturing and distributive trades sectors is broad, with some applying generally and several applying only to parts of these sectors. The Commission is mindful of the amount of related review activity and, to reduce duplication and costs to participants, has focused attention on those regulatory issues for the sectors that are not being addressed by other activities.

Taking all these considerations into account, this report identifies a range of improvements to regulations that primarily affect food manufacturing and distribution, medical devices, medicines and veterinary medicines and some environmental regulations. A range of other issues was assessed as being of a lower priority.

Whilst the resurgence in governments’ attention to reducing red tape was welcomed by participants, it was also clear there were risks of review overload and review fatigue. Many participants – especially those involved in small business – are finding it challenging to participate in all of the reviews relevant to their industry or business. Credibility will be diminished if they see no evidence of real and significant reduction in their regulatory burdens.
Conduct of the review

The terms of reference of the review are set out on pages IV - VI. The review draws on the concerns expressed by industry bodies, individual businesses and government agencies at meetings and in written submissions. These issues were tested against the terms of reference and with the relevant policy makers and regulators regarding their substance and capacity to be addressed and whether there were reforms or policy reviews afoot. Where no concerns were raised, the review generally accepted this as prima facie evidence that there were no perceived problems of excess burden.
The nature of this process can impart an issues- or complaints-based perspective, that does not give due credit for the progress in reform that has been made. Some of these reforms have been substantial and there are some notable examples of careful attention to engaging industry and businesses in the effective design of regulations to minimise the unnecessary compliance costs. Wherever possible, the Commission has sought to acknowledge the reforms that have been made to date and to build further on them.

‘Regulatory burdens’ have been broadly defined to include:

· the time and financial costs directly involved in complying with regulations, such as form filling, mandatory returns and so on

· changing the ways by which goods and services would otherwise be produced by businesses

· changing or restricting the goods and services that would otherwise be produced by businesses

· the costs of foregone or reduced opportunities resulting from constraints on the capacity of a business to innovate or respond to changing technology, market demand or other factors.

To be examined in this year’s review, ‘regulatory burdens’ needed to satisfy the following three criteria: 

· there are compliance cost(s) imposed by the nature of the regulation or the actions of the regulator that appear to be unnecessary in order to achieve the regulation’s objectives
· they mainly affect the manufacturing and distributive trades sectors, whether directly or indirectly

· they are the consequence of regulation by the Australian Government, which includes areas where state and territory government regulations overlap with Australian Government regulation or involve Australian Government policy participation.

Industries and regulation under reference

The manufacturing and the distributive trades sectors represent a large share of the economy. Manufacturing accounts for 10 per cent of Australia’s GDP ($107 billion) and employment (employing one million persons). It is a significant exporting industry accounting for $85 billion in exports in 2006-07. The distributive trades contribute roughly the same level of output ($105 billion) as manufacturing but are much more labour intensive — employing almost two million people or 20 per cent of total employment in Australia.

In recent decades, manufacturing output has continued to increase but output in the services sector (of which the distributive trades are part) has grown at a faster rate. This pattern of economic development is common to most advanced economies. In Australia, these trends have been given extra force in recent years by the large improvement in the terms of trade and the mining boom, the latter having attracted substantial numbers of skilled employees and capital from elsewhere in the economy.
Within the manufacturing sector, trends have been mixed. For example, output and employment in the textile, clothing and footwear sector have been declining, while economic activity in the non-metallic mineral products, machinery and equipment and metal products sectors has been increasing. 

In the distributive trades sector, over the last decade, output and employment have been growing in line with the economy as a whole. The most significant growth sectors have been basic material wholesaling and personal household goods.
The manufacturing and distributive trades sectors both have an above average share (relative to the economy as a whole) of small businesses in their respective populations. Small businesses find accessing information regarding the compliance requirements for regulations a major challenge.
Assessment of concerns raised

The Commission received over 70 submissions from participants, with 57 submissions coming from businesses - 45 from manufacturing and 12 from distributive trades - nine from regulators and government departments and another five submissions from other stakeholders affected by or involved with regulations covering the sectors. Appendix A lists the submissions. Four roundtable discussions were held after the release, attended by representatives from regulators, government agencies, individual companies and industry bodies.
The terms of reference for this review set boundaries on the scope of the concerns considered by the Commission. The review was required to accept the policy intent of the regulations, which meant that some concerns were out of scope as they were the unavoidable consequence of regulation rather than being an unnecessary impost due to the way regulations were designed or administered.

Some other concerns fell outside the terms of reference because they addressed regulation that did not involve the Australian Government in any way. Where concerns fell within the terms of reference of other ongoing reviews (such as chemicals and plastics and automobiles), they were referred on and were not considered by this review (refer appendix B).
The Commission has generally taken the position that where there has been a recent and adequate review, and where ameliorating reforms have been taken, sufficient time should be given to test the effectiveness of the changes. There were also a number of concerns raised about generic regulations. These will be more fully addressed in the final year of review.

Regulatory issues facing the manufacturing and distributive trades sectors

The manufacturing and distributive trades sectors are subject to both Australian Government and state/territory government regulations. The Australian Government has no constitutional powers that relate exclusively, or largely, to the manufacturing and distributive trades sectors alone. The pattern of Australian Government regulations in these sectors arises from:

· broad powers in the Constitution including to regulate corporations, set taxes, regulate interstate trade, regulate international trade and be a party to international treaties. Some of these powers have been used as the means for implementing generic policies including in relation to the environment 

· the capacity of the Australian Government to establish and fund specific policies, including in areas such as health, medicines, industry policy, innovation and education. For manufacturing in particular, this element of regulation is relatively more important than for wholesale and retail trades 

· the Australian Government taking, by agreement with the state and territory governments, a co-ordinating role to harmonise regulations across Australia, including through model legislation and referred powers. Examples of this include food and building regulation and land transport.

The state and territory governments have constitutional authority over much of the regulatory landscape for these sectors, including in relation to land transport, land use and the sale of goods. Many of the licences and permits specific to these sectors are issued at the state/territory and, in some instances, local government level. Local government is also often responsible for the local administration of aspects of state regulation, such as inspecting food preparation premises for compliance with hygiene and food safety standards.

There is relatively more Australian Government regulation that falls on the manufacturing sector than on the wholesale and retail trade sector. There are a number of Australian Government programs that focus on particular parts of the manufacturing sector, including food, automobiles, textiles, clothing and footwear and on activities, such as research and development, that are relatively more common in manufacturing than in the distributive trades. 
While participants acknowledged the high standards of some regulators, such as the Therapeutic Goods Administration, that had oversight of their industry they highlighted specific aspects of performance that needed to improve. There were concerns raised by participants regarding the capacity of some regulators to develop and administer regulations in an efficient, transparent and timely manner. They cited administrative processes and practices that did not match the intent of the policy makers and produced apparently unintended excess burdens. 

Business concerns about the administration of regulation included:

· excessive time to gain approval/registration for goods to be supplied to the Australian market, such as the amendment of food standards which reduces innovation and delays entry of new products and technologies of benefit to Australian users. The lengthy approval process regarding therapeutic goods reduced the time available for owners of the intellectual property rights to receive a return on their development costs 
· inconsistent and/or untimely advice from regulators. There were reported difficulties in businesses accessing the correct information on websites and receiving inconsistent advice across a range of regulatory regimes 

· poor communication between regulators and businesses. Businesses frequently spoke of having to employ experts (including external consultants) in fields such as law, accounting and engineering to interpret regulations. Poor communication can be a barrier to small businesses entering markets as they may be less able either to employ or to contract such expert assistance. This can thereby undermine an important dynamic aspect of competitive markets. In addition, poor communication imposes a disproportionate burden on small businesses in understanding and complying with regulations. Some agencies, including the Australian Taxation Office, were identified by participants as having taken action to improve communication

· ineffective/ad hoc enforcement of some regulations by regulators. Businesses provided examples where compliance was patchy, giving non-compliant businesses an advantage over compliant businesses. Enforcement of some food regulations, such as country of origin labelling, varies between jurisdictions. 

A major theme was inconsistency among jurisdictions in developing and administering regulations. This was particularly a concern for participants whose businesses operate in more than one jurisdiction. Inconsistent regulations can impose unproductive variation in the way goods and services are produced or delivered and they may require costly modifications in the goods and services themselves. They can also give competitive advantage to single-state businesses that do not need to ensure that they comply with the full gamut of regulatory variations.

The multiplicity of jurisdictional agencies, compounded by differing approaches, increases the demand for resources and regulatory and enforcement skills when such skills are already in short supply. 

Inconsistency is recognised as an impediment to encouraging national markets and to exploiting economies of scale. Reforms have included the development of intergovernmental agreements or arrangements and nationally uniform codes in such areas as food regulation, building regulation and road transport. These approaches to harmonisation reflect the balance between centralisation and diversity that can be provided through a cooperative federalist structure.
The Commission supports these initiatives but this review process has shown that the full range of potential benefits from uniformity, or at least harmonisation, so far remain unrealised. Some state/territory governments have not adopted model codes or have implemented them differently, such as in regard to the Model Food Bill.  This is an area where a stronger approach to harmonisation and consistency is highly appropriate if national markets for foods are to be better defined.  Jurisdictions have introduced variations to meet specific local considerations, including in road transport. 

This review identified a priority list of participants’ concerns. Ideally, priorities should be determined by the size of the unnecessary burden and potential gains in productivity to the whole economy. In practice, the cost of the unnecessary burden is often difficult to estimate given the lack of data, differences in business processes and attribution problems. Moreover, participants often found it difficult to cost separately the unnecessary parts of a regulatory burden from the total cost of compliance. This is to be expected as business accounting systems are not set up to measure the incremental costs imposed by specific regulations or to benchmark them against best practice.
Due to the difficulties in quantifying regulatory burdens, a largely qualitative approach has been taken in determining whether a given regulation is imposing excessive burdens on businesses. One means of doing this is by applying best practice principles within a chain of regulation consisting of four main components — justification/regulation making process, regulation design, regulation implementation/administration and reviewing/amending regulations. Principles for the development of good quality regulation have been developed by a number of bodies including COAG, the Australian Government and the Office of Best Practice Regulation. These principles can also inform the most efficient and responsive regulatory practice.

The main concerns raised by participants are set out in table 1 and are categorised in the regulation chain according to where they arise. The full list of concerns is contained within the body of the report. 
Table 1
Stage of regulatory process and examples of issues warranting action
	Regulation Stage 
	Concerns raised by participants 

	Justification and Regulation Making Process


	Food regulation
· Pursuing national health objectives through regulatory responses without prior consideration of alternative approaches

	Design of Regulation

	Food regulation
· Implementing country of origin labelling on fresh food despite the regulation failing the Regulatory Impact Statement process
Therapeutic goods regulation
· Aspects of reference pricing methodology in Pharmaceutical Benefits Scheme (PBS) may impose excessive compliance costs

	Implementation  and Administration of Regulation

	Food regulation
· Inconsistency in implementation and enforcement of the Model Food Bill across the states and territories 
Therapeutic goods regulation
· Delays in achieving PBS listing of medicines due to overlapping processes
· Therapeutic Goods Administration (TGA) monopoly on conformity assessment for Australian medical device manufacturers

· Timeliness, lack of transparency, inefficiencies and cost of TGA assessment processes

Environmental regulation
· Delays in registration of products under the water efficiency labelling and standards (WELS) scheme
· Overlap between the WELS scheme and the WaterMark certification scheme
· Poor compliance and enforcement of the WELS scheme and requirements for energy labelling and minimum energy performance standards

· Uncertain timing of the development and implementation of requirements for energy labelling and minimum energy performance standards
· Administrative cost of paying quarterly ozone protection fees of 1c or less on low volume imports is unnecessarily burdensome 
Customs and excise administration 

· The involvement of two agencies in the administration of customs and excise duties, leading to duplication for industry

· Excessive compliance burdens due to weekly reporting requirements for customs and excise duties

	Reviewing and Amending Regulations 
	Food regulation
· Delays in developing and amending food standards


Approach to reducing regulation burdens
The review identified opportunities to reduce the regulatory burden in the following areas (being areas that are not addressed by policy reviews identified in appendix B):

· food manufacturing and distribution regulation

· therapeutic goods regulation

· chemicals and veterinary medicines regulation

· environmental regulation

· selected issues in the distributive trades.

These five areas are addressed in chapters 3 to 7. Chapter 8 addresses several generic issues that span the economy as a whole. The responses proposed in this review, if acted upon, should go some way to reducing the regulatory burden on businesses. Also, by seeking to streamline and focus regulatory processes, they will produce a more integrated regulatory structure which is responsive to business concerns while fulfilling the policy intent of the governing regulation. 

Overview of case-by-case assessments
The responses to the concerns, based on an assessment of what further action was required, can be broadly categorised as follows:

Unnecessary burden, which can be removed without delay

Food regulation

· implement the Model Food Bill on a consistent basis

· make the enforcement of food regulation with national requirements the responsibility of the Australian Government
· incorporate the COAG guidelines for the development of regulation into the Food Regulation Agreement 

· amend the Food Regulation Agreement to improve the decision making processes and transparency of the work of the Australia New Zealand Food Regulation Ministerial Council

· ensure public health issues are considered initially by Health Ministers meeting in their capacity as members of the Health Ministers’ Conference before any related food regulation issues are considered by the Australia New Zealand Food Regulation Ministerial Council

Therapeutic goods
· reduce time and cost, and improve transparency, of audit/clearance processes of good manufacturing practice by the Therapeutic Goods Administration (TGA) 

· allow the Pharmaceutical Benefits Advisory Committee to conduct its assessment of a medicine for listing on the Pharmaceutical Benefits Schedule in parallel with the TGA’s assessment of the application to register the medicine, when requested by a company 

· remove TGA’s monopoly on conformity assessment for Australian manufacturers of medical devices by allowing manufacturers to choose a certification body approved by the TGA
Veterinary medicines
· ensure that the assessment requirements of the Australian Pesticides and Veterinary Medicines Authority consider compliance and other costs and are commensurate with risk
Environmental regulations
· introduce tight legislative or administrative time limits into the process for registering products under the water efficiency labelling and standards scheme

· reduce the time involved in transmitting tax invoices for payment of registration fees under the water efficiency labelling and standards scheme

· update and publicly announce specific timeframes for the development and implementation of energy labelling and minimum energy performance standards requirements
Equal employment opportunity requirements

· introduce amendments to the Equal Opportunity for Women in the Workplace Act 1997 to enable biennial reporting by businesses

Customs duty

· allow monthly reporting and payment of customs and excise duties for all businesses

Some time should pass before assessing recent changes
Environmental regulations
· evaluate the recently developed compliance and enforcement program of the Department of Environment, Water, Heritage and the Arts in achieving the objectives of the water efficiency labelling and standards scheme

Food regulation
· evaluate the amendments made to the Food Standards Australia New Zealand Act 1991 to improve the timeliness of the process in the development and amendment of food standards
Examine the impacts of or case for making changes
Therapeutic goods

· amend the Weighted Average Monthly Treatment Cost methodology of reference pricing in the Pharmaceutical Benefits Scheme with a view to reducing compliance costs for business

· implement the Australia New Zealand Therapeutic Products Authority-related reforms which streamline and clarify advertising rules for medicines and associated complaints system

· more widely accept prior overseas assessments for medicines and medical devices
Environmental regulations
· introduce amendments to make compliance with the WaterMark certification scheme a prerequisite for registration under the water efficiency labelling and standards scheme

· benchmark the compliance and enforcement activities of state and territory agencies and of the Australian Government’s check testing program in relation to requirements for energy labelling and minimum energy performance standards

· change the Ozone Protection and Synthetic Greenhouse Management Act 1989 to allow low volume importers to report annually rather than quarterly

Building regulations

· have the Australian Building Codes Board determine whether compliance programs for standards on structural plywood are currently effective 

Customs duty

· consider delegating authority for the administration of customs duty on excise equivalent goods to the Australian Taxation Office

Conduct a fundamental policy review

Therapeutic goods

· undertake a comprehensive and independent public review of Health Technology Assessment processes for medical devices, with the aim of cutting time and costs in: 
· assessing the safety and performance of devices 
· assessing the suitability of the devices and associated medical procedures for public funding and for reimbursement by private health insurers.
Responses

Following are the Commission’s responses to the material concerns raised by participants.
Food manufacturing regulation

Concern:
Inconsistency in food regulation.
Response 3.1
Changes to the legislative framework, the enforcement arrangements and the implementation processes are required to improve national consistency of food regulation.

· all jurisdictions should implement the provisions of the Model Food Bill on a consistent basis unless there are demonstrable regional or local requirements. The provisions relating to national requirements would remain in Annex A of the Model Food Bill, or be adopted as template legislation, and those relating to regional or local requirements would be contained in Annex B.

· the Australian Government should be responsible for, and oversee through a contractual agency arrangement with the states and territories, the enforcement of food regulation with national requirements such as food labelling and standards. 

· the Implementation Sub-Committee of the Food Regulation Standing Committee should become a high level forum for food regulators. It should comprise the heads of food regulation agencies or senior officials responsible for the implementation and enforcement of food regulation within each jurisdiction. The Sub-Committee would be tasked with developing strategies and guidelines for the consistent implementation, interpretation and enforcement of food regulation, including new food standards. The Sub-Committee should report regularly, through the Food Regulation Standing Committee, to the Australia New Zealand Food Regulation Ministerial Council as to each jurisdiction’s compliance with the agreed to guidelines and strategies.

Concern:
Delays in implementing and amending food standards.

 Response 3.2
The Department of Health and Ageing should ensure that the changes made to the Food Standards Australia New Zealand Act 1991, to improve the timeliness and stakeholder consultation in the amendment and development of food standards, are independently reviewed two years after their implementation.
Concern:
Improving the operations of the Australia New Zealand Food Regulation Ministerial Council.

Response 3.3
The Australia New Zealand Food Regulation Ministerial Council (ANZFRMC) should amend the Food Regulation Agreement to reflect the general practices for decision-making by other ministerial councils established to oversight, coordinate and integrate policy, such as the Australian Transport Council, the Gene Technology Ministerial Council and the Ministerial Council on Energy. In particular, the Ministerial Council should require a majority vote to initiate a review of a draft amendment of the Australia New Zealand Food Standards Code prepared by Food Standards Australia New Zealand. 

The ANZFRMC should incorporate, in managing its business, an explicit process step of ensuring that all requests from members of the Ministerial Council to initiate a review provide a comprehensive justification in terms of the criteria that are specified in Part III of the Food Regulation Agreement. The justification for any review should be published.

Concern:
Problems in the regulation making process.

Response 3.4

The Australia New Zealand Food Regulation Ministerial Council (ANZFRMC) should ensure that the COAG guidelines for the development of regulation are incorporated into the Food Regulation Agreement. The ANZFRMC should publish a regular report of its regulatory actions against the COAG regulatory guidelines. Compliance could be further improved by having the Chair of the Ministerial Council manage the regulatory business of the Ministerial Council so as to comply with these guidelines. This should also include ensuring that all regulatory proposals comply with an adequate Regulatory Impact Statement or compliance cost assessment.
Concern:
Food regulation and public health.

response 3.5

The Australia and New Zealand Food Regulation Ministerial Council (ANZFRMC) should not consider making decisions on matters of public health through food regulation until such time as the Australian Health Ministers’ Conference has considered all policy responses and has referred the relevant matters to the ANZFRMC for a food regulation response.
Therapeutic goods regulation

Medicines regulation

Concern:
Timeliness and cost of Therapeutic Goods Administration manufacturing audits/Good Manufacturing Practice  assessment process, including insufficient recognition of overseas assessments.
Response 4.1
The current reviews by the Therapeutic Goods Administration (TGA) need to achieve the following outcomes:
· a stronger commitment by TGA to timely audits/clearance processes, including by incorporating explicit timeframes into publicly available guidelines

· improved transparency and consistent application of the risk-based criteria used to determine expiry dates for Good Manufacturing Practice (GMP) certificates
· wider recognition of international processes and acceptance of GMP certificates where conducted by bodies assessed as suitably competent. 

Concern:
PBS reference pricing methods impose excessive compliance costs.

Response 4.2
The Department of Health and Ageing should examine ways to reduce compliance costs for business associated with the Weighted Average Monthly Treatment Cost methodology for reference pricing, including by making better use of extant Medicare data, consistent with ensuring tax payers continue to get the best value from Pharmaceutical Benefits Scheme listed medicines.

Concern:
Delays in achieving PBS listing due to overlapping TGA and PBAC processes.

Response 4.3
The Pharmaceutical Benefits Advisory Committee should be allowed, when requested by applicants, to conduct its assessment of a medicine for Pharmaceutical Benefits Scheme listing in parallel with the Therapeutic Goods Administration’s assessment of the application to register the medicine.
Concern:
Confusing and inconsistent advertising restrictions and associated complaints mechanism for pharmaceuticals.

Response 4.4
After some further consideration of the most appropriate model, the Australian Government should streamline and clarify advertising rules and work with state and territory governments to ensure reforms also address the need for a simplified system for complaints about national advertising.

Medical devices

Concern:
TGA monopoly on conformity assessment for Australian manufacturers.
Response 4.5
The Department of Health and Ageing should introduce amendments to the Therapeutic Goods Act 1989, and regulations as necessary, to allow Australian manufacturers to choose a certification body (acceptable to the Therapeutic Goods Administration), based in Australia or overseas, to verify and certify their conformity assessment procedures.

Concern:
Timeliness, transparency and consistency of assessments/approvals
Response 4.6
The TGA should ensure that the outcomes of its current Medical Devices Business Improvement Program include the implementation of measures to ensure improved transparency, consistency and timeliness in decision-making, including provision of clear advice regarding the reasons for all decisions. The TGA should publish specific commitments and timelines for the Improvement Program.
Concern:
Insufficient recognition of overseas regulatory approval processes and assessments.
Response 4.7
The Therapeutic Goods Administration (TGA) should examine the scope to make greater use of prior overseas assessments. This should include identifying competent inspection bodies overseas. In general, where a device/technology has been approved by such bodies there should be no requirement for a further assessment by the TGA.
Concern:
Multiple and overlapping processes

Response 4. 8
The Australian Government should commission a comprehensive and independent public review of the overall Health Technology Assessment system for medical devices/technologies as soon as possible. The review should examine regulatory and policy frameworks and processes impacting on access to, and use of devices and technologies. 

Outcomes should include options to improve the efficiency, transparency and timeliness of processes for assessing safety and performance and suitability for public funding and reimbursement by private health funds, including:

· streamlining the overall regulatory framework to remove duplication and overlap

· addressing inconsistencies in prostheses listing arrangements, which can impede the introduction of new technologies and distort treatment decisions.
Chemicals and veterinary medicines

Veterinary chemicals/medicines

Concern
Non-acceptance of overseas Good Manufacturing Practice certificates by APVMA.

Response 5.1
The Australian Government should impose a statutory obligation on the Australian Pesticide and Veterinary Medicines Authority to ensure that:

· business compliance and other costs are considered when making assessments about whether to accept prior overseas Good Manufacturing Practice certificates

·  the costs are commensurate with the risks posed by the chemical/medicine concerned.

Environmental regulation

Water efficiency labelling and standards scheme 

Concern:
Delays in registration.

response 6.1
The Department of the Environment, Water, Heritage and the Arts should introduce tight legislative or administrative time limits into the process for registering products under the water efficiency labelling and standards scheme. It should also expedite the transmission of tax invoices to businesses upon request once adequately completed applications are submitted. 

Concern:
Poor compliance and enforcement.

response 6.2
The Department of Environment, Water, Heritage and the Arts should commission an independent evaluation in 2010 of the effectiveness of its current compliance and enforcement program in achieving the objectives of the water efficiency labelling and standards scheme. The results of the evaluation should be made public.

Concern:
Overlap with the WaterMark certification scheme.

response 6.3
The Department of Environment, Water, Heritage and the Arts should introduce legislative amendments to make compliance with the WaterMark certification scheme a prerequisite for registration under the water efficiency labelling and standards scheme, provided there is satisfactory evidence of overlap between the two schemes. 

Energy labelling and minimum energy performance standards
Concern: Uncertainty about the timing of implementation

response 6.4
The Equipment Energy Efficiency Committee should update and make public specific timeframes for the implementation of requirements for energy labelling and minimum energy performance standards. 
Concern:
Poor compliance and enforcement

response 6.5
The Equipment Energy Efficiency Committee should seek independent and publicly available benchmarking of the compliance and enforcement activities of state and territory agencies and of the Australian Government’s check testing program in relation to requirements for energy labelling and minimum energy performance standards. The benchmarking should include the extent to which agencies undertake a risk management approach to compliance and enforcement.

Ozone protection: pre-charged equipment

Concern:
The burden associated with small but frequent imports of hydrochlorofluorocarbons (HCFCs) and hydrofluorocarbons (HFCs).

response 6.6
The Department of the Environment, Water, Heritage and the Arts should conduct an assessment of the benefits and costs of changing the Ozone Protection and Synthetic Greenhouse Management Act 1989 to allow low volume importers to report annually rather than quarterly. If there is a net benefit to be gained from amending the legislation, importers of volumes of HCFCs and HFCs below an agreed threshold should be allowed to report annually rather than quarterly.

Other concerns 

Equal opportunity reporting requirements

Concern:
The burden of annual reporting requirements.

response 8.1
The Australian Government should amend the Equal Opportunity for Women in the Workplace Act 1999 to enable biennial reporting by businesses. 

Customs and excise administration

Concern:
The involvement of both the Australian Customs Service and the Australian Taxation Office in the administration of customs and excise duties leads to duplication and complexity for the affected industries. 
REsponse 8.2
The Australian Government should consider delegating authority for administering customs duty in relation to excise equivalent goods to the Australian Taxation Office. The Australian Customs Service should retain its current border management role in relation to excise equivalent goods.
Concern:
Weekly reporting requirements for customs and excise duties create excessive burdens.

response 8.3
The Government’s proposal to allow small businesses to report and pay customs and excise duty on a monthly basis should be extended to all businesses. 

Building products regulation
Concern: Compliance with structural plywood standards
response 8.4

The Australian Building Codes Board should determine whether compliance programs for standards on structural plywood are currently effective. If not, it should consider the costs and benefits of restricting acceptable forms of evidence of suitability against other options for inducing higher rates of compliance. 
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