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INTRODUCTION

The Department of Agriculture, Fisheries and Forestry has a national leadership role in the development and implementation of agricultural and veterinary (agvet) chemicals and fertiliser policy.  It provides the chair and secretariat to the Product Safety and Integrity Committee (PSIC) which provides policy advice to the Primary Industries Ministerial Council (PIMC) on agvet chemicals and fertiliser policy issues.  The Department is also responsible for administering the legislation under which the Australian Pesticides and Veterinary Medicines Authority (APVMA) operates.  However, the APVMA is responsible for its day-to-day operational matters.

Therefore, the Department’s submission is mainly focussed on agvet chemical regulations developed through PSIC, noting that controls on agvet chemicals go beyond those for which PSIC/PIMC, is responsible.  Fertilisers are only considered in the context of the current regulations applying to security sensitive ammonium nitrate (SSAN).

Agvet chemicals are used to protect crops, livestock, other animals and plants, from pests and diseases.  They are also used in the wider community to control weeds and pests in gardens, national parks and nature reserves and to protect public health by helping to control disease carrying insects (eg mosquitos).  Agvet chemicals are important agricultural inputs in that they help agricultural industries be more productive and competitive on world markets and improve product quality.  Users (farmers and commercial applicators - ground, aerial and pest controllers) need access to these chemicals since they rely upon for them their livelihood.  Chemical manufacturers and distributors need to be able to market chemical products to remain economically viable.

Agvet chemicals can also have unwanted side effects.  Therefore, governments (on behalf of the general community) have a responsibility to ensure the potential human health and environmental risks of using them are managed.  To this end, an overarching national framework has been established - the national agvet chemical management system.  It has a number of elements including the National Registration Scheme for Agricultural and Veterinary Chemicals (NRS) as well as industry programs and provides a basis for achieving a streamlined and harmonised system for managing agvet chemicals.  PSIC has published a brochure which sets out the objectives of the system and which outlines the roles and responsibilities of government and non-government stakeholders in managing the potential risks associated with agvet chemicals and their use, including health and environmental agencies involved in evaluating agvet chemical products.  A copy of the brochure is attached.  It can also be accessed through the PSIC web page on the Departmental website (www.daff.gov.au/psic) and on the APVMA’s website.

An important element of the agvet chemical management system is system evaluation and improvement.  PSIC is progressing a number of initiatives designed to improve the national system.  Where regulation is needed to manage these risks, PSIC seeks to do so in a way which
	minimises the costs to stakeholders

maintains Australia as an attractive market for chemical manufacturers, particularly for chemicals needed by producers of specialty/minor crops
encourages the introduction of new chemicals, particularly those which are lower risk.

In recognition of the fact that governments do not have unlimited resources, PSIC has developed a risk assessment framework to identify the policy areas which present the greatest risk to achieving the objectives of the agvet chemical management system and which will contribute most to its improvement in a cost effective way.  However, it is acknowledged that achieving agreement on national policy approaches is sometimes difficult.  In addition, because other regulatory schemes are outside PIMC’s jurisdiction, also impact on non-government agvet chemical stakeholders, it is difficult for PSIC alone to make the necessary improvements.

In this submission, the Department
	outlines the national regulatory framework already in place for managing the risks associated with agvet chemicals

outlines stakeholder concerns and the work being progressed by PSIC to address them
notes that there are some impediments to regulatory reform
identifies areas where improvements could be made
outlines other issues which have implications for agvet chemical regulation.


REGULATIONS AFFECTING AGVET CHEMICAL USERS, MANUFACTURERS AND DISTRIBUTORS

Agvet chemical users, manufacturers and distributors are impacted by regulations at all levels of government.  They are administered by different portfolios for different purposes and deal with the safe use, handling, storage, transport and disposal of chemicals.  A large number of agvet chemical users and distributors also use/handle fertilisers and, therefore, are subject to regulations to ensure that SSAN is transported and stored securely.

Under the NRS, the APVMA regulates the manufacture, distribution and supply of all agvet chemical actives and products up to, and including, the point of retail sale.  Companies wishing to register a product must submit an application for registration supported by the data required to assess the product.  The result of this assessment is a product label which includes instructions for its handling and use and may also place conditions on the use of the product.  Implementation of the GHS for agvet chemicals would have an impact on the information included on the label.  Issues surrounding the GHS are discussed under ‘Other Issues’.

In addition to registering new agvet chemicals, the APVMA undertakes activities including
	routine and targeted reviews of the registration of existing chemicals 

granting of permits for various reasons including so that chemicals can be used in ways not included on the label (off-label use) and so that they can be used by producers of speciality crops (minor use) where no registered chemical control options are available
ensuring that chemicals in the market place comply with their stated formulation and labelling.

Through the registration of chemical products, the APVMA determines which chemicals are available to users and the way they can be used.  In addition, because the APVMA’s review process may remove products from the market or change the way they can be used, it has the potential to affect product sales for manufacturers and distributors and the availability of chemicals to users.  The availability of chemicals is also affected by the granting of permits by the APVMA for particular off-label uses and for minor uses.

Under the NRS, state/territory governments are responsible for ensuring that users comply with the label instructions and conditions of use.  This is done through Control of Use (COU) legislation.  The regulatory requirements under this legislation vary from jurisdiction to jurisdiction but may include
	licensing schemes covering commercial applicators

training for agvet chemical users
notification and record keeping requirements with respect to chemical spraying
the need for users of certain higher risk chemicals to be authorised.

In addition to the NRS, there is a number of other regulatory schemes which affect agvet chemical users, manufacturers and distributors.  These cover OHS, environment protection, poisons scheduling, dangerous goods – it is noted that work is being progressed on the application of restrictions similar to those for SSAN to chemicals of security concern.


STAKEHOLDER CONCERNS WITH THE CURRENT REGULATORY ARRANGEMENTS

Through the annual PSIC stakeholder workshops, the Banks Task Force, the PC Study into the Regulatory Burdens on the Primary Sector and the Australian National Audit Office’s (ANAO) performance audit of the APVMA, a number of areas have been identified where users, manufacturers and distributors consider regulation poses unnecessary costs.  These are outlined below.  Some are common to both sets of stakeholders and it is noted that those of concern to manufacturers and distributors may also affect users because of the potential impact on the cost of chemical products.

Users - farmers and commercial applicators (aerial, ground and pest exterminators)

	Agvet chemicals are not available for minor uses.

	Withdrawal of chemicals from the market as a result of reviews by the APVMA.

Agvet chemicals which are available to overseas competitors are not available in Australia.
The overlap and duplication of regulations which are administered and enforced by different portfolios but have the same/similar objectives and requirements for chemicals to be used, transported, handled, stored and disposed of safely and, in the case of fertilisers, that they are transported and stored securely.
Inconsistent and inadequate enforcement by the states/territories for compliance with COU regulations may lead to the withdrawal of chemical products from the market because of their misuse.
Inequities because users in one jurisdictions are subject to different regulatory requirements to those in other jurisdictions.
Those that operate in more than one jurisdiction must comply with more than one set of regulatory requirements.

Manufacturers and Distributors

	Timeliness of the APVMA’s registration process.

The amount of data required for assessments.
Inability to use relevant data generated for the registration of same/similar products overseas.
Because chemicals are regulated on the basis of use, producers of the same/similar products with different uses, must deal with more than one regulator which may have different requirements.  For example, an antibiotic which claims to treat cattle is regulated by the APVMA but antibiotics used to treat humans are regulated by the TGA.
The overlap and duplication of regulations which are administered and enforced by different portfolios but have the same/similar objectives and requirements.
Inconsistent and inadequate enforcement by the states/territories for compliance with COU regulations may lead to the withdrawal of chemical products from the market because of their misuse.
Use of chemicals in ways that aren't approved on the label may also lead to the withdrawal of chemical products from the market if an incident occurs as a result.


ADDRESSING STAKEHOLDER CONCERNS

Initiatives are currently being progressed by PSIC, the APVMA and DAFF which seek to address a number of the concerns raised by stakeholders.

Those being progressed by PSIC have been identified in a number of ways including: on the basis of a formal risk assessment; in response to recommendations of reviews and reports; and through feedback received from stakeholders.  In all cases, the policy approaches being developed recognise the need to keep costs to a minimum by ensuring that the level of regulation is the minimum necessary to meet the policy objectives of governments and that it is nationally harmonised/consistent.

PSIC has developed a risk management framework as a basis for determining its workplan priorities.  The framework identifies the detailed risks associated with agvet chemical use (broadly categorised as the risks to human health, the environment industry competitiveness and trade/market access).  It allows an assessment to be made of the consequences of not managing those risks and the likelihood of them occurring - taking into account the extent to which existing strategies are managing the risks.  At state/territory level, these strategies include inspection, targeted residue monitoring programs and existing primary industry quality assurance programs and codes of practice.

Using the framework, PSIC has identified user awareness and training as a key factor in ensuring that the risks of agvet chemical use are managed.  However, recognising that mandatory training imposes costs and that primary industry quality assurance programs and codes of practice often already include a training element, attention is currently being focused on developing a scheme for users of those chemicals which present a higher level of risk – as determined through the application of criteria being developed in consultation with government and industry stakeholders.  Consideration will then be given to the costs and benefits of extending this scheme to users of other (lower risk) chemicals.

In addition to managing the risks of agvet chemical use, this work should help to address concerns regarding the possible withdrawal of chemicals from the market as a result of routine reviews by the APVMA because access and use conditions would already be in place to manage the risks.  This may also mean that an adverse incident, which might trigger a review, is less likely to occur.

Another priority area identified using the risk assessment framework is the development of a performance measurement framework to evaluate the effectiveness of policies/strategies in managing the risks and to underpin public confidence in the agvet chemical management system.  It includes the following outcomes against which performance can be measured
	Australian primary produce meets both domestic and international MRLs and other standards

exported Australian produce meets the importing country MRLs
produce imported into Australia meets Australian MRLs
minimal adverse experiences from legal agvet chemical use
reduced risk options for pest and disease control are adopted
off-target spray drift incidents on primary produce are avoided
unacceptable residues in potable water are avoided
adverse, non-occupational, public health incidents from contact with pesticides are avoided
adverse occupational health and safety health effects are avoided
unacceptable residues in surface water, groundwater and raw water are avoided
adverse environmental impact from off-target spray drift are avoided
off-target wildlife and companion animal deaths are avoided.

An initial assessment by states/territories of their performance against the indicators established for each performance outcome suggests that there are three areas where performance may need to be improved - exported Australian produce meets the importing country MRLs; off-target spray drift incidents on primary produce are avoided; and adverse, non-occupational, public health incidents from contact with pesticides are avoided.  Before considering options for making improvements in these areas, PSIC is progressing work to determine the extent to which the framework provides a reliable assessment of performance – including, whether more, or better, data is needed and the effect on performance outcomes of government/industry capacity to respond to incidents.

An essential part of performance measurement is the availability of data.  To help target resources for monitoring, by relevant agencies/portfolios, for possible environmental, human health and trade impacts, PSIC is undertaking work on the collection of usage data for a number of chemicals identified as being of concern.  This will provide information on where they are used, on what crop, when and in what quantities.  As part of this process, a pilot study is being conducted by the Tasmanian Government to assist PSIC determine the costs of collecting usage data and whether there are benefits in extending this to the rest of Australia.

The Tasmanian pilot study is also informing the process being conducted by the Department of Environment and Water Resources (DEW) to develop a national chemicals monitoring database under the NChEM framework.  The intention is that the NChEM database will collect data on the post-use impacts of agvet and industrial chemicals on the environment.  PSIC is working cooperatively with DEW, as a member of the National Chemicals Monitoring Database Steering Committee, since monitoring data obtained through this initiative would contribute to PSIC’s work on performance measurement.

In addition to the initiatives discussed above, PSIC is progressing work in a number of other areas.  For example, in response to recommendations of the NCP Review of Agvet Chemical Legislation, a national system for pilots and businesses involved in the aerial application of agvet chemicals is being developed with a view to reducing costs to both pilots and businesses whilst ensuring that the regulatory objectives continue to be met.

Further, in response to stakeholder feedback, work is being progressed to reduce the cost of registering agvet chemicals.  To this end, a framework has been developed against which products captured by the definition of an agricultural or veterinary chemical product can be assessed to determine whether they need to be regulated and, if so, whether the APVMA or another agency, such as NICNAS or the TGA, is the appropriate regulator.

Where other regulations are already effectively managing the risks associated with a product (eg state/territory occupational health and safety or food safety regulations) or the risks associated with a product are so low that regulation is not warranted, the product will not be regulated.  If a product needs to be regulated in order to manage the risks, but another agency has been identified as the appropriate regulator, the APVMA will negotiate the transfer of responsibility for regulating that product.  If the alternative regulator does not agree to the proposed transfer, the APVMA will continue to regulate the product.

For those products which the APVMA should regulate, the framework enables a decision to be made on the appropriate level of registration based on risk - full registration, listed registration or reservation from registration.  Fewer data are required for listed registration and reservation from registration than for full registration.  This differentiation in levels of registration should bring the amount of data required by the APVMA for listed registration and reservation from registration of products more into line with the data requirements of other regulators for products of low regulatory concern.  This will help address industry concerns that different regulators have different data requirements even though the products are the same/similar.

Further, as part of this work, the process by which products of low regulatory concern are listed as registered or reserved from registration is being streamlined.  Under the proposed new arrangements, subject to consultation with relevant state/territory departments and the general public, the CEO of the APVMA, rather than the Minister for Agriculture, Fisheries and Forestry, would be able to approve the standards and conditions for products to be listed as registered or reserved from registration.  DAFF is currently examining the legislative implications of these proposed arrangements with a view to implementing an appropriate supporting framework.  This would mean that products of low regulatory concern can be registered more quickly by removing the need for regulations to be made.  In this regard, it is noted that, although the current arrangements were introduced in 2003, the first products of low regulatory concern have only recently been registered.

In addition to the above initiatives by PSIC, the APVMA is making a number of operational improvements in response to the recommendations of the 2006 ANAO audit which assessed whether the agency was delivering its key regulatory functions effectively.  We expect that the APVMA submission will provide details of the improvements it is making in response to the recommendations.

Concerns about the availability of agricultural chemicals for use on specialty crops (minor use), are already being addressed by the APVMA and DAFF who provided resources to establish the Minor Use Liaison Office (MULO) in August 2006.  MULO is working to extend existing registrations to specialty crops and to rationalise permits.  This should also address concerns regarding the use of chemicals off-label.  MULO is developing a gap analysis of chemical control options for specialty cropping industries in Australia which will be used, at the end of the first year of its operation, to recommend to governments and industry a long-term structure for addressing minor use needs.

User and manufacturer concerns that state/territory enforcement of compliance with COU regulations is inconsistent and inadequate have been made known to PSIC at stakeholder workshops in recent years.  PSIC recognises the importance of ensuring that the nationally agreed regulatory objectives of COU regulations are achieved and that this be done in a cost efficient and effective way.

A number of stakeholders have suggested that enhanced and nationally consistent enforcement arrangements are needed to ensure that users comply with the regulations so that chemicals are not misused and, therefore, possibly withdrawn form the market.  However, consistent with current co-regulatory approaches used by governments and in line with COAG’s outcomes-based approach to regulation, PSIC recognises that industry, as well as government, has a role in ensuring chemicals are not misused.  For instance, many primary industry sectors already have programs in place which include requirements for managing the risks associated with the use of agvet chemicals in their operations.  Some, including the cotton industry and pilots applying agricultural chemicals aerially, have programs specifically designed to manage these risks.  In addition, primary producers supplying commercial retailers such as Coles and Woolworths must meet particular requirements with regard to agvet chemical use.

Under the NRS, it is the responsibility of individual states/territories to determine which strategies are necessary, or appropriate, to achieve the regulatory objectives in their jurisdiction.  While compliance and enforcement arrangements and the level of resources committed to them may vary between jurisdictions, there are often good reasons for this.  For example, certain chemicals of concern may only be used in jurisdictions where particular crops are grown - cotton is grown only in NSW and Queensland - or where particular pests or diseases need to be controlled.

Compliance is achieved by encouraging industry ownership and responsibility for managing the risks, rather than relying solely upon inspection.  Farmers and commercial applicators know that it is in their interests to use chemicals safely because, otherwise, they put their livelihoods at risk.  Government oversight is maintained through monitoring and reporting programs as a part of performance measurement.  If industry/market driven risk management arrangements are found to be unsatisfactory, increased government intervention may be necessary.


BARRIERS TO REFORM

With responsibility for regulating COU resting with the states/territories, governments have acknowledged the need for harmonisation and have established PSIC to develop national policy approaches (including regulatory policy) for improving the management of agvet chemicals.  PSIC recognises that regulation imposes costs for all stakeholders and that these costs need to be kept to a minimum.  The national regulatory reforms (noted above) being progressed by PSIC seek to harmonise state/territory COU regulation and reduce the cost of regulation in a number of areas.  However, it can be difficult for PSIC to deliver reforms within a timeframe considered acceptable by non-government stakeholders, due to a number of factors including
	difficulty in achieving agreement on policy approaches when

	responsibility for the regulation of agvet chemicals under the National Registration Scheme rests with governments at national and state/territory levels

different portfolios are involved in COU regulation which may result in policy proposals developed by PSIC having to take into account different approaches to risk
	different jurisdictions having different priorities and political imperatives which affects the level of resources directed towards agvet chemical work

states/territories need the flexibility to be able to respond individually to situations that occur within their jurisdiction
PSIC has a diverse range of stakeholders with different expectations and different views on risk management
periodic reviews of COU legislation undertaken by states/territories individually, rather by through PSIC, can lead to different COU requirements in different jurisdictions.


AREAS WHERE IMPROVEMENTS COULD BE MADE

Although reforms may not be progressed as quickly as users, manufacturers and distributors would like, PSIC does provide a mechanism for developing and implementing national policy approaches to harmonise COU regulation for agvet chemicals at minimal cost to industry and government.  However, the Department is not certain to what extent regulatory schemes administered by other Ministerial Councils, but which also apply to agvet chemicals, are already harmonised or whether their harmonisation is being progressed by these Councils.

In the case of COU regulation, if the costs to stakeholders are determined to be sufficiently large, there may be value in considering transferring responsibility for this aspect from the states/territories to the APVMA which could then contract a third party (possibly the existing state/territory regulatory authorities) to undertake these activities on its behalf.  In establishing the NRS over a decade ago, states/territories agreed to transfer responsibility for agvet chemical assessment and registration to the Commonwealth (the APVMA), while retaining responsibility for regulating COU.  It may now be opportune to consider consolidating all activities relating to the registration, sale and use of agvet chemicals within the APVMA.

While the differences in COU regulation between states/territories are of concern to stakeholders, cross-portfolio overlap and duplication of regulatory requirements at state/territory level appear to be the area where greatest concern rests, particularly for users.  Therefore, the Department believes that the greatest benefit is likely to be achieved by reducing the complexity of regulation at the state/territory level, rather that changing existing Commonwealth structures.  

One way in which this could be done is by reviewing the requirements of the different regulatory schemes to determine those which they have in common and the extent to which cross‑portfolio recognition of existing programs/initiatives could be used to meet shared risk management objectives.  Where primary industry sectors (users), manufacturers and distributors already have arrangements in place for meeting these requirements (for example, quality assurance programs and codes of practice), these could be recognised as being appropriate for meeting the requirements of other regulatory schemes.  In this way, the costs of compliance with the requirements of the different regulatory schemes would be reduced.

An example of this approach is the way the requirements of the Food Hygiene Standards, developed by FSANZ, are met.  The standards are applied by state/territory Food Acts which require primary food producers, food processors and food retailers to meet the objectives of the Act (ie to produce safe and suitable food).  The Food Acts recognise that primary producers can meet their food safety obligations though industry quality assurance programs or codes of practice, rather than by complying with the Food Safety Regulations.

Further rationalisation of the regulatory requirements of different portfolios/agencies could be achieved by establishing a mechanism for cross-portfolio discussion of policy approaches or for generating awareness and understanding of programs and initiatives already in place which could be used to meet common risk management objectives.  Improved cross-portfolio coordination would acknowledge that, whilst the some of the risk management objectives of the different chemical regulatory schemes are the same or similar, they have different purposes and, therefore, they also cover other aspects.  For example, OH&S regulation has much broader coverage than management of the OH&S risks posed by chemicals.

Consideration needs to be given to whether cross-portfolio harmonisation would best be addressed at the individual states/territories level or at the national level.  Some models already exist for facilitating this kind of coordination.  For example, at the Australian Government level, the Chemicals Clearing House coordinates Australian cross-portfolio input into the development and implementation of international chemical standards and regulations.  The Department understands that Western Australia has established a mechanism for coordinating cross-portfolio regulation of chemicals in that State.

If done at the national level, coordination could achieve the outcomes sought by the national chemicals policy proposed by industry, in that it would deliver clearly defined outcomes, identify roles and responsibilities and reduce fragmentation and complexity.  In this regard, it is noted that the national agvet chemical management system, outlined in the ‘Introduction’ could provide a useful model for a national chemicals policy. 

Improved cross-portfolio coordination could also allow for better coordination between national regulators and facilitate the identification of an appropriate regulator and streamline assessment processes, including through data sharing and work sharing.  In this way, it could address industry concerns about the costs of compliance with the different regulatory requirements imposed by different national regulators for the same or similar products.

Given the benefits that could arise from improved cross portfolio co-ordination and recognition of existing programs/initiatives, it is of some concern that the Australian Safety and Compensation Council (ASCC) has proposed withdrawing its recognition of the APVMA labelling code with respect to meeting the requirements of its occupational health and safety legislation.  This proposal appears to be inconsistent with initiatives to rationalise existing chemicals regulation.  Therefore, in the first instance, it might be worthwhile determining how the APVMA labelling code could be changed to accommodate the needs of OH&S regulators, rather than no longer recognising it as appropriate.

The agvet chemical management system is designed to manage the potential human health and environmental risks associated with agvet chemical use.  It is noted that insufficient information about the environmental fates of chemicals has resulted in a more risk averse approach to environmental risk assessment, which ultimately disadvantages both industry and users.  The Department strongly supports initiatives to improve environmental risk management, including the NChEM objective to standardise environmental risk assessment methodologies to improve consistency and transparency and increase the involvement of State/Territory environmental agencies in the risk assessment process.  It is noted that other possible strategies could include
	a nationally coordinated research effort aimed at determining the impact of chemicals on the environment

accessing the latest research and international practices in relation to those impacts
developing a nationally coordinated approach to research into improved risk assessment methods.


OTHER ISSUES

Globally Harmonised System of Classification and Labelling of Chemicals 

In providing comments on the GHS, the Department has answered the specific questions raised by the Productivity Commission in its September 2007 issues paper.

Should the GHS be implemented across all sectors of the chemicals and plastics industry, including agricultural and veterinary chemicals and scheduled drugs and poisons?

Australia’s long standing comprehensive approach to the classification, risk assessment and labelling of agvet chemicals is comparable to the pesticide regulatory systems of many developed countries.  The approach effectively manages the human health and environment risks of chemical use according to world’s best practice and has no demonstrable gaps.  Work is continuing to determine whether the adoption of the GHS (either partially or wholly) would enhance the regulation of these ‘defined-use’ products and their safe management by end-users and others.

If the GHS was not implemented for agvet chemicals, Australia would not benefit from the enhanced protection of human health and the environment through an internationally consistent and comprehensible system for hazard classification and communication.  This could reduce the potential for mutual recognition of hazard classifications by other countries and affect the small amount of trade in pesticide products.  In addition, the Banks report on reducing regulatory burden on business recommended that any uniquely Australian variation of international standards relating to the regulation of chemicals should demonstrate a net public benefit.  As discussed in the GHS document, the competent authority for each chemical sector should determine if, and in what form, the GHS would be adopted.

What should influence decisions about the timing of the implementation of the GHS?

As discussed with major stakeholders for agvet chemicals, it is important to keep abreast of and in step with international implementation of the GHS as there is little advantage of implementing ahead of other countries.  New Zealand had already adopted the GHS but has experienced some difficulties in implementation.  The EU has proposed to adopt the GHS for pesticides with a final co-decision expected by the European Parliament and European Council before the end of 2008.  Japan has decided not to implement the GHS for pesticide.  Other countries are still considering the implications of implementation.  Australia is leading the discussion at the UN Sub-Committee of Experts on the GHS (SCEGHS) and APEC on issues to consider in implementation of the GHS.  It is expected that these discussions will inform decisions on the timing of GHS implementation.

Should Australia wait until the system has been implemented by our major trading partners, or aim to be a leader in adopting the new system?

There is unlikely to be much benefit from adopting the GHS ahead of our major trading partners and many stakeholders believe we should wait for our major chemical trading partners to adopt it to allow access to classifications, data and experience.

What are the implications of transposing the hazard-based GHS system onto Australia’s approach to classifying and labelling chemicals?

Initial considerations and feedback from the agvet chemical industry suggest that adopting the GHS classification (as opposed to labelling) would not compromise our current risk-based system and there may be benefits in harmonising with overseas regulatory counterparts to increase joint reviews and work sharing of pesticide assessments.  However, adopting the four GHS labelling elements of hazard statements, precautionary statements, signal words and pictograms is more complex.  The hazard and precautionary statements are similar to current agvet label information and adopting the GHS statements to harmonise with overseas systems may be beneficial.  The different GHS signal words and new pictograms require further work to determine whether they would improve or detract from the current system.

In any case, agvet labels currently contain a mixture of risk-based and hazard-based information.  Harmonising the current hazard-based information with the GHS hazard information would not seem to have major implications.

Overall, what will be the costs and benefits of implementing the GHS in Australia?

The Product Safety and Integrity Committee established a GHS Reference Group of agvet chemical stakeholders to discuss the implications of implementing the GHS.  Below, some of the costs and benefits are outlined and how they might be dealt with.


CHEMICAL MANUFACTURERS
COMMENTS
Cost:
Increased costs from printing new labels for existing registered products.




New labels are required when, for example, companies apply to the APVMA to change the conditions of use. As DEWR require MSDSs to be updated every five years with current OHS information, it may be possible that labels could be aligned and a suitable phase in period linked to this timeframe could be applied to ease costs.
Benefit:
Improved international trade for chemicals.

Australia conducts little international trade in agricultural chemical products since they are registered and labelled for specific uses in this country.  Therefore, trade benefits may be minimal except for active ingredients and concentrates.

Products classified overseas wouldn’t need reclassification in Australia.
Products would still need to be scheduled by the NDPSC and registered by the APVMA.

 
CHEMICAL RETAILERS/DISTRIBUTORS
Cost:
Would need to learn what the new label wording and pictograms mean.
COMMENTS

The GHS pictograms are part of the standard pictogram set used in the UN Recommendations on the Transport of Dangerous Goods, Model Regulations and the ADG Code and, therefore, are generally well understood.
GHS hazard and precautionary statements are very similar to the risk and safety phrases currently used.
A communication strategy could be developed which takes advantage of existing education and training programs, eg. Chemcert.
CHEMICAL USERS
COMMENTS
Cost:
Some may perceive the label to be more detailed or complex which may be difficult to follow.


The APVMA is currently conducting a label review which could consider how the new GHS label elements can be incorporated.

Would need to learn what the new label wording and pictograms mean.
The GHS was designed with comprehensibility in mind.  The pictograms are part of the standard set used in the UN Recommendations on the Transport of Dangerous Goods, Model Regulations and the ADG Code and, therefore, are generally well understood.  GHS hazard and precautionary statements are very similar to the risk and safety phrases currently used.  A communication strategy could be developed which takes advantage of existing education and training programs, eg. Chemcert, and could also be part of manufacturers’ product stewardship.

Confusion if existing chemical labels are marketed alongside the new GHS‑based labels.

Several versions of a label for the same product may be in the market place at a given time because a registrant may apply to have the product used on different crops or for different pests.  If approved, these uses are included on a new label but old stock is not recalled.


An implementation strategy (including a national public education program) with a designated timeframe could be implemented.
Benefit
Easy to identify that the chemical poses a potential hazard if the chemical is not used according to label instructions.

Hazards are uniformly identified across all chemical types, eg. fuels, cleaners, etc, that farmers may encounter.
GOVERNMENT - APVMA
COMMENTS
Cost: Amending legislation


The need to GHS classify and label chemical products that are currently registered.

Additional costs from OCS and CAS would be passed on to the APVMA.

Could phase in and align with DEWR’s requirement that MSDSs are updated every five years for OHS purposes.

May affect application fees to manufacturers
Benefit:
Classifications conducted overseas could be used in Australia.

Will facilitate international harmonisation and worksharing arrangements for assessing applications.

 
GOVERNMENT - OCS/DoHA
COMMENTS
Cost
New classification arrangements.


Classification methods are currently reviewed from time to time.
Benefit:
Classifications conducted overseas could be used in Australia.

Scheduling and toxicological risk assessments would still be required.
GOVERNMENT - CAS/DEH
COMMENTS
Cost
New classification arrangements.


Classification methods are currently reviewed from time to time.
Benefit:
Classifications conducted overseas could be used in Australia.

Environmental risk assessments would still be required.
GENERAL COMMUNITY
COMMENTS
Cost:


Benefit
Enhanced human health and environment protection through an internationally comprehensible system for hazard communication.

General education programs would be required to address a wide user group.


NCHEM

The intent of the proposed NChEM framework is to streamline and improve national consistency in the environmental management of chemicals and improve environmental outcomes.  The NChEM proposal aims to accomplish these objectives through four key action areas
standardising environmental risk assessment methodologies to improve consistency and transparency and increasing the involvement of State/Territory environmental agencies in the risk assessment process
ensuring that environmental controls are agreed and consistent across jurisdictions (relevant only to industrial chemicals)
enhancing information collection and feedback mechanisms, including additional reporting requirements
improving mechanisms to identify and address priority and emerging chemical-related environmental issues and enabling the Environment Protection and Heritage Council (EPHC) to be more proactive in raising environmental issues.

The NChEM proposal acknowledges that the NRS already addresses many of the key issues identified by the NChEM framework, and provides most of the elements required for best practice management of the environmental impacts of agricultural and veterinary chemicals.  As a result, the NChEM proposal focuses mainly on the industrial chemicals management system, with some targeted improvements to the agvet chemicals management system, in particular, better environmental protection agency input into the environmental risk assessment process.

PSIC’s concern that the NChEM framework could duplicate the systems already in place within the regulatory framework of the National Registration Scheme for agricultural and veterinary chemicals has been acknowledged by the EPHC, which is working with the APVMA to ensure that this does not occur.  PSIC has also observed that many of the concerns about agvet chemical management raised by state/territory conservation agencies and environment protection agencies were the result of a lack of awareness and understanding of the arrangements in place to manage the risks of agvet chemical use.  To address this, brochures providing an overview of Australia’s agvet chemical management system have been circulated to them.

The reforms proposed under the NChEM framework are linked to a number of issues affecting agvet chemical regulation, including concern that agvet chemicals might, in the future, be included in the National Pollutant Inventory (NPI), data collection and performance measurement initiatives being progressed by PSIC and improving environmental risk assessments for agvet chemical products.

PSIC strongly supports those aspects which are designed to improve the quality of the environmental risk assessments for agvet chemicals provided by the Department of the Environment and Water Resources (DEW).  As noted earlier, PSIC also supports the development of the proposed chemical monitoring database, given that access to usage and monitoring data is needed to inform an effective performance measurement system and to support continuing the exclusion of agvet chemicals from the NPI.


National Pollutant Inventory

Knowing where the sources of emissions are and whether they are emitted to air, water or land is the first step in assessing the nature of pollution in Australia.  The NPI provides industry, governments and the community with comprehensive, free and easy access to information on the types and amounts of emissions into the Australian environment.  NPI data assists government with environmental planning and management, while industry can use it to learn more about their processes and to introduce new cleaner production techniques.

Agvet chemicals were originally excluded from the National Pollutant Inventory (NPI) for a number of reasons, including that agvet chemical usage data would be collected through alternative mechanisms.  Government and industry were also concerned that inclusion of agvet chemicals in the NPI would categorise them as pollutants, rather than as a beneficial agricultural input.

In 2006, the Environment Protection and Heritage Council reviewed the NPI National Environment Protection Measure.  While the Council agreed to continue the exclusion of agvet chemicals from the NPI, consideration of including agvet chemicals in the NPI was only deferred until progress with the Department of the Environment and Water Resources (DEW) chemicals monitoring program and its capacity for delivering public access to agvet chemical use data can be assessed.

The agvet chemical industry is concerned that if agvet chemicals were to be included in the NPI, reporting obligations would impose additional regulatory requirements on business.  As noted above, under the NChEM framework, the Department of the Environment and Water Resources (DEW) is currently scoping the establishment of a database of chemical use.

