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Summary
The policy discussion paper titled “Better Regulation of Agricultural and Veterinary Chemicals makes a number of worthwhile proposals for improving the regulation of agricultural and veterinary chemicals.  These proposals include:

· Publication of "all relevant risk manuals, standards and methodologies which guide decisions about the level of risk of a particular product or active ingredient”.
· Converting Screening to an administrative check.
· Exempting or reducing the requirement for efficacy data to be submitted for some applications (although this may not be well received by users of agricultural and veterinary chemicals).

· Availability of an accelerated assessment process for a fee.

· Greater use of overseas assessments.

· Establishment of an independent science panel.

· Improved enforcement provisions.

However, the proposal also raises a number of concerns including:

· The potential for development of overly prescriptive manuals, standards and methodologies that are not readily adaptable to novel technologies as they arise.

· Forcing applicants into costly litigation to challenge APVMA’s adverse decisions based on potentially inappropriate manuals, standards or methodologies.

· Inhibition of registration of innovative products.

· Forcing useful products off the marked due to cost of re-registration.

Recommendations:

	
	Recommendation

	1.
	In publishing manuals, standards and methodologies, APVMA and its regulatory partners need to recognise that flexibility is required to accommodate new technologies and requirements.
The standards
 and methodologies should not be prescriptive.  
The standards
 and methodologies should provide guidance on the types of information needed to enable effective regulatory decision-making.


	2.
	Where products have been registered by other comparable regulatory authorities, APVMA should be required to explain why data not required by comparable regulatory authorities is required by APVMA, if additional data are required.


	3.
	Where requirements have changed, the change should be published and explained.



	4.
	APVMA should require:
1. Broad principles of production, as required by other comparable regulatory authorities, and 

2. Appropriate specifications, sufficient to demonstrate the product is usable.
APVMA should not attempt to regulate manufacturing and specifications to fine detail.



	5.
	To reduce the cost/burden on applicants and, at the same time, provide assurance to users of the effectiveness of products, it is recommended that:

· In most situations, applicants be allowed to submit minimal efficacy data to indicate efficacy when requesting registration.  Such data could be obtained through use overseas and limited testing in Australia.  While minimal efficacy data should be accepted to enable initial registration to be granted, all other data, as required to demonstrate use of the product will not pose undue hazard to people and the environment be required to be submitted at the time the application is submitted. 
· In situations where failures could have significant adverse effects, e.g. termiticides (where failure could result in significant damage before failures are detected), efficacy be demonstrated before commercial use is approved.
· Where registration is granted on the basis of limited efficacy data, the applicant be required to monitor use of the product in the initial years and provide regular reports to APVMA on the performance of the product -- to confirm efficacy.  Registration should be conditional on provision of the reports and demonstration that the product performs as required in the recommended situations.
· APVMA provide an opportunity to registrants to modify the label if performance failures can be addressed by label changes. 
· Applicants supplying products during the initial period after registration not be exempted from the provisions of other legislation (e.g. Trade Practices Act) that require products to be fit for purpose, i.e. they be required to supply product that is fit for purpose.


	6.
	It is recommended that an independent panel of experts be established that can review APVMA decisions on the basis of the science to give to applicants a route for challenging APVMA decisions that does not involve the high cost of litigation.


	7.
	It is recommended that products eligible for expedited review include those: 
· That applicants can demonstrate are reduced risk relative to currently registered or available products, or 

· Products that satisfy pre-set criteria in the same way Polymers of Low Concern qualify for expedited review by NICNAS


	8.
	· APVMA should not re-do the work done by comparable overseas regulators. 

· APVMA should use the regulatory decisions made by overseas regulators and only assess those aspects unique to Australia.


	9.
	For APVMA to have access to overseas regulatory decisions and the data underpinning those decisions, data protection be given to taskforce owned data.


	10.
	To enable use of overseas regulatory decisions and to protect proprietary data rights of data owners, APVMA require information made available to overseas regulatory authorities to be submitted with overseas regulatory decisions.


	11.
	· To protect information generated by taskforces, taskforce generated data should remain protected indefinitely.  

· Data protection should be given to individual products for the currently specified protection periods even if the relied upon data include taskforce owned data.


	12.
	Expert panels be convened to review regulatory decision as needed and to publish the basis for decisions made by the panels. 


	13.
	· While APVMA needs to have the ability to require recalls and take other appropriate regulatory action when required, the criteria that justify enforcement action, including regulatory action be well documented and readily available to the regulated community.  

· Recalls and other enforcement action not be permitted in situations where data used as the basis for such action is generated in a way that would not be acceptable for use in support of registration of the product.


	14.
	Requirements and consequences be published and readily available to the regulated community.  APVMA needs to communicate better with those who are likely to supply unregistered products.


	15.
	APVMA should not publish the details of approved sites for manufacture of active constituents.  Only the approval holder should be published.

APVMA should require confirmation from the approval holder that active used in a formulated product comes from an approved site.

The approval holder should be held responsible for the quality of the active constituents supplied.
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Introduction
The Minister for Agriculture has released a document containing proposals for improving the regulation of agricultural and veterinary chemicals in Australia.

Competitive Advantage is a consulting practice that was established to help organisations obtain regulatory approvals for chemical products including agricultural and veterinary chemical products and maintain approvals through appropriate compliance.  Projects have been conducted in a range of countries including the US, EU, Asia as well as Australia and New Zealand.  In Australia, with affiliated businesses, we have experience with all chemical regulators in Australia.

The business was established, and named, on the belief that an understanding of the regulatory process and willingness to work within the regulatory system can give a competitive advantage over those who do not understand the processes or choose to ignore regulatory requirements.

We believe there is a need for a strong and effective regulatory system to protect consumers, the environment and international trade.  
While our original belief was that a competitive advantage could be gained through compliance, our experience with the regulatory system is that this is not the case in Australia.  The failure of the Regulator (APVMA) to implement an effective system is evidenced by Australian courts disagreeing with APVMA decisions, including the pool chemical treatments mentioned in the discussion paper released by the Minister and in the more recent Federal Court decision in relation to Imtrade Australia.

The court decisions plus the cost and time required to obtain registrations indicates there is a need to reform regulation of agricultural and veterinary chemicals in Australia.  We welcome the opportunity to comment on the proposed reform of APVMA.

Comments on Proposed Changes to regulation of agricultural and veterinary chemicals in Australia.

Implementing complete risk frameworks for agvet chemicals assessment and review
Currently, the APVMA provides to the regulated community guidance on information to be submitted in support of regulatory decisions in the form of lists.  The lists often contain information that is not required by other regulatory authorities.  Applicants often cannot understand why APVMA is asking for certain information.  

APVMA does not effectively communicate underlying needs for regulatory decision-making.  
Providing all information requested can impose additional costs and result in delays and frustration as applicants generate data that has not been required by other regulatory authorities.  There have cases in which we have unsuccessfully argued requested information was not necessary and then found out the information was not relied upon by external evaluators in the regulatory decision-making process.
Applicants and the community need to know the basis for regulatory decision-making.  This includes how risks are determined to be acceptable and what constitutes an unacceptable risk.  This would help in determining what information is required, whether alternative information would better satisfy the needs of the APVMA and/or better enable an applicant to discuss needs for specific data with APVMA.
The all too common statement that the data are required because they are listed in MORAG or other guidelines is not overly helpful to applicants.

An overarching risk framework that improves transparency and consistency in regulatory decision-making is supported.

Publication of "all relevant risk manuals, standards and methodologies which guide decisions about the level of risk of a particular product or active ingredient" is long overdue.  

Recommendation 1

In publishing manuals, standards and methodologies, APVMA and its regulatory partners need to recognise that flexibility is required to accommodate new technologies and requirements.  

The standards and methodologies should not be prescriptive.  

They should provide guidance on the types of information needed to enable effective regulatory decision-making.

 

Improve the quality and efficiency of agvet chemical assessment and registration processes 

Lodging applications
An efficient regulatory system is essential.  A system bogged down by deficient applications not only impedes progress of the deficient applications but also the other applications.
Efficiency of the regulatory system will be increased by ensuring applications received by APVMA are "complete and adequate".  However, applicants and APVMA often disagree as to what constitutes a "complete and adequate" application.  

It is not uncommon for APVMA to require data that has not been requested by other comparable regulatory authorities.  It is not clear how a “(one-off) pre-registration assistance session” will address this without submission of all necessary data for consideration by the relevant experts upon whom APVMA relies.  Submission of such data would forfeit data protection under current data protection provisions.
One way to avoid the need for submission of data prior at the “pre-registration assistance session” is for applicants to discuss information used to obtain registration in other countries and for APVMA to explain why data not required by other regulatory authorities, if any, is required by APVMA.

Recommendation 2

Where products have been registered by other comparable regulatory authorities, APVMA should be required to explain why data not required by comparable regulatory authorities is required by APVMA.  

Recommendation 3

Where requirements have changed, the change should be published and explained.

APVMA guidelines should provide guidance as to the type of information that should be supplied rather than being interpreted as a strict checklist for information to be supplied, with applications being rejected if all the data on the checklist are not supplied.

With new technologies, the checklists developed for products available at the time the lists were prepared may include information not relevant to the new technologies and may omit information that is highly relevant.  

APVMA frequently asks for information applicants do not believe is relevant.

Example:  APVMA requires manufacturers to test products in stability studies against published guidelines, with data being required to be supplied for all listed “criteria”.   APVMA then requires the manufacturers to include all the “criteria”, or more correctly, parameters, in the specifications for their products.  Furthermore, APVMA has been requesting increasingly detailed information on formulation procedures, including equipment used.  Overseas based registrants are frequently concerned about the need to change the specifications for their products; not knowing if they will be exposed to enforcement action if they do not monitor, for every batch, all the parameters included in the mandated specifications.  With the detail required for manufacturing process, applicants question if they need to advise APVMA if equipment, at some time in the future, must be changed.  They question why it is necessary to provide such detailed manufacturing information and to modify specifications to include the entire list of parameters published by APVMA.  

Recommendation 4

APVMA should require:

1. Broad principles of production, as required by other comparable regulatory authorities, and 
2. Appropriate specifications, sufficient to demonstrate the product is usable.
The data required by APVMA should be only that required to demonstrate that the product, when used according to directions, satisfies the requirements detailed in Section 14 of the Agricultural and Veterinary Chemicals Code Act 1994.  

APVMA should be willing to accept information not listed in APVMA's guidelines in lieu of listed information where the information demonstrates the product satisfies the requirements detailed in the Legislation.  To ensure the underlying issues are adequately addressed, it is necessary for both APVMA and the regulated community to have access to full information on the underlying issues and how those issues are used for regulatory decision-making.

 

Assessing applications

The requirement to generate efficacy data and then for APVMA to assess those data can be a significant burden on applicants.  In particular, where products are used as part of a program, it can be extremely difficult to demonstrate the efficacy of an individual product.  

Example:  Some biopesticides have limited efficacy when used alone.  They are most effective when used in a program with other controls, e.g. pheremones or traps.  In such cases each component contributes to a reduction in the target pest population.  Season long studies may be required.  In such cases small plot testing may not be practical.  To conduct such large-scale trials it is necessary to obtain permits for the trials from APVMA.
Obtaining permits to conduct large-scale testing can be almost as involved as obtaining registration and can take more than a year.  Data submitted in support of the permit application forfeits data protection as data protection is granted only to data relied on by APVMA in making a decision to grant registration.  
As many new products often have niche opportunities, the delay in recouping the costs of applying for permits, conducting field tests, and then applying for registration frequently results in registration in Australia not being justified.

The requirement to conduct field trials to confirm efficacy in advance of applying for registration can and does prevent registration of products in Australia. 

APVMA will argue that the “time-shift” system for submitting applications reduces the delay.  This is only partially true as the application will not be granted until the efficacy data are generated, submitted and evaluated by APVMA, even if all other data have assessed and found to be acceptable.

	Recommendation 5

To reduce the cost/burden on applicants and, at the same time, provide assurance to users of the effectiveness of products, it is recommended that:

· In most situations, applicants be allowed to submit minimal efficacy data to indicate efficacy when requesting registration.  Such data could be obtained through use of information generated overseas and limited testing in Australia.  While minimal efficacy data should be accepted to enable initial registration to be granted, all other data, as required to demonstrate use of the product will not pose undue hazard to people and the environment be submitted at the time the application is submitted.

· In situations where failures could have significant adverse effects, e.g. termiticides (where failure could result in significant damage before failures are detected), efficacy be demonstrated before commercial use is approved.
  

· Where registration is granted on the basis of limited efficacy data, the applicant be required to monitor use of the product in the initial years and provide regular reports to APVMA on the performance of the product -- to confirm efficacy.  Registration should be conditional on provision of the reports and demonstration that the product performs as required in the recommended situations.

· APVMA provide an opportunity to registrants to modify the label if performance failures can be addressed by label changes.  

· Applicants supplying products during the initial period after registration not be exempted from the provisions of other legislation (e.g. Trade Practices Act) that require products to be fit for purpose, i.e. they be required to supply product that is fit for purpose. 


Assessment Timeframes

The concept of established timeframes for the screening, evaluation and finalisation of applications is supported.  

The conversion of the Screening phase from a "mini-evaluation" outside the timeframe to an administrative check will facilitate timeframes being met only if data requirements are reasonable.

Of concern is the proposal that APVMA could reject an application if a formal request by APVMA for supply of what is perceived by APVMA to be a significant deficiency is not provided within the stipulated timeframe.  Will the timeframe be realistic?  How will the timeframe be determined?

It has been pointed out above that information requested by APVMA has not been requested by other regulatory authorities and applicants may not agree that the underlying issue has not been adequately addressed by information provided.  

Recommendation 6

1. Applicants should be given the opportunity to argue why requested data do not need to be supplied (e.g. the underlying need is addressed by data already supplied), and


2. A process, independent of the APVMA, be established by which applicants can appeal decisions.

At present, an appeal against APVMA decisions can be pursued through the Administrative Appeals Tribunal (AAT).  It is estimated that taking matters to the Administrative Appeals Tribunal with legal representation can cost in excess of $50,000.  If the matter is outside the jurisdiction of the Administrative Appeals Tribunal or requires further appeals, the matter may need to be taken to the Federal Court with further, substantial costs for legal representation.

In both the Administrative Appeals Tribunal and the Federal Court, even if an applicant is successful, there is a high probability that legal costs will not be fully recovered from the Commonwealth.  If the applicant is unsuccessful, there is a high probability that the applicant will need to pay at least part of APVMA's legal costs.

Applicants are unlikely to be willing to "invest" in contesting APVMA decisions where the market for the product does not justify such expenditure.  However, recent court decisions have indicated that contesting APVMA’s decisions could result in more favourable outcomes for applicants.
Recommendation 6

It is recommended that an independent panel of experts be established that can review APVMA decisions on the basis of the science to give to applicants a route for challenging APVMA decisions that does not involve the high cost of litigation.

Expedited review of applications is supported.

It is proposed that the revised system will be faster, particularly for low risk products.  Implementation of such a scheme is encouraged.  Details of the relevant criteria for qualifying an application for expedited review are not provided in the discussion document.

Recommendation 7

It is recommended that products eligible for expedited review include those:

1. That applicants can demonstrate are reduced risk relative to currently registered or available products, or 


2. Products that satisfy pre-set criteria in the same way Polymers of Low Concern qualify for expedited review by NICNAS.

There will be situations where products are not reduced risk but the market is of sufficient size to justify payment of fees that are excessive for other markets.  In that case, applicants should, as proposed in the discussion document, have the option of funding expedited review.

Enhancing the agvet chemical review arrangements

The discussion document states that chemical companies should be required to prove, at regular intervals, that their products "remain safe".  The use of the term "safe" is inappropriate.

The Australian Oxford Dictionary defines "safe" as meaning "free of danger or injury" and "affording security or not involving danger or risk".  Biocides can never be considered totally "free of danger or injury".  Without exception, there is some risk in their use.  The discussion document acknowledges this in stating APVMA will be required to "develop and overarching risk framework for agvet chemicals".  The APVMA is not required to develop a framework that eliminates all risk.  However, the document implies that chemical companies will be required to show their products are without risk.

The onus should be on chemical companies to demonstrate that their products will not cause undue harm to people, animals, things and the environment when used in accordance with label directions.

Changing patterns of use, new information, etc. may result in the risk posed by products changing.  APVMA will need to assess the acceptability of the risk in accordance with published criteria/standards to determine whether use directions for products need to be changed or even if the risk is no longer acceptable requiring a product to be removed from the market. 

However, the review should not impose upon registrants unnecessary burdens.  

Overseas regulatory authorities with significantly greater resources than available to APVMA and operating in much larger markets are already reviewing products.  

Recommendation 8

APVMA should not re-do the work done by comparable regulators in other countries.  

APVMA should use the regulatory decisions made by overseas regulators and only assess those aspects unique to Australia.

In accepting overseas assessments, APVMA needs the ability to recognise that taskforces are commonly convened to generate data required for reregistration.  Typically, it is these taksforces that own the data used for reregistration and not individual companies.

Recommendation 9

For APVMA to have the ability to use overseas regulatory decisions and to have access to the data underpinning those decisions, data protection must be given to taskforce owned data.  

Recommendation 9 is not possible under the current data protection provisions.

 

Using overseas assessments to their full extent

Overseas regulatory agencies conduct comprehensive assessments of products prior to granting registration.  APVMA should use the decisions made by overseas regulatory agencies and only assess those aspects that are unique to Australia or that may have different outcomes when assessed in relation to use within Australia.

Overseas regulatory decisions are increasingly being made available to the public.  

Recommendation 10

To enable use of overseas regulatory decision and to protect proprietary data rights, APVMA should require information made available to overseas regulatory authorities to be submitted with overseas regulatory decisions.

Where data are owned by taskforces, ownership of the data by the taskforce needs to be acknowledged.

Data protection for taskforce information is of particular concern.  Under current arrangements, the data protection period of an individual piece of data starts from the date of registration of a product, the decision for which relied on the specific data.  Therefore, one taskforce member might submit the data for a minor application resulting in 3 years data protection while another taskforce member might submit the same data for a registration that would result in the data having 11 years data protection.  If the minor application is granted first, as is likely, other taskforce members will not have full benefit of the data.  

Recommendation 11

To protect information generated by taskforces, taskforce generated data should remain protected indefinitely.  

Data protection should be given to individual products for the currently specified protection periods even if the relied upon data include taskforce owned data.  

As an example, a taskforce member might obtain registration of a new product (“New Prod A”) that gives 5 years protection for all data submitted, including the taskforce owned data:

1. After 5 years, APVMA will be able to cite the data in support of registration of a similar product to “New Prod A” submitted by another applicant but would not be able to cite the taskforce owned data in support of another type of product.  


2. At the same time, another taskforce member might submit the same data in support of registration of a product eligible for 11 years data protection (“Really New Product”).


3. APVMA would not be able to cite the taskforce data throughout the 11 year protection period for any product (other than one similar to “New Prod A”) even though the same data were no longer protected when the 5 year protection period ended for the first product, i.e. the data would remain protected preventing registration of products similar to “Really New Product” throughout the 11 year protection period.

The indefinite protection of taskforce data is necessary to ensure companies join taskforces to generate data rather than relying on others to generate the data.  By encouraging all companies to be members, the cost to individual companies of membership is reduced and increases the probability that APVMA will be given access to high quality data.

Establishing an independent science panel

The concept of a panel of experts advising the APVMA is strongly supported.  

The concept of a panel of experts that do not have the ability to review individual decisions is not acceptable.

Recommendation 12

Expert panels be convened to review regulatory decision as needed and to publish the basis for decisions made by the panels.

An inexpensive process by which APVMA regulatory decisions can be assessed for scientific validity is required.  An expert panel with the ability to review specific APVMA decisions or aspects of decisions would help ensure "state of the art" decision-making by contributing knowledge and experience of outside experts to the pool of knowledge utilised by APVMA.  

By publishing decisions, both APVMA and applicants would benefit from gaining an understanding of the underlying matters relevant to regulatory decision-making.

An important aspect of expert panels is that the panels, if properly constituted, will have differences of opinion.  The differences of opinion and their resolution are important in understanding and in further developing appropriate regulatory decision-making.  The process is commonly used overseas where expert panels of toxicologists are often convened to debate specific issues to determine, among other things, relevance of specific observations in individual toxicology studies. 

Improving legal interaction with the APVMA

The discussion paper references unregistered pool chemicals continuing to be available as a result of an Administrative Appeals Tribunal decision to allow those products to remain on the market.  The document does not mention a further decision made in the Federal Court of Australia in which APVMA's attempt to have approvals and registrations for one company cancelled to be improper (APVMA v AAT [2008] FCA 1393 (12 September 2008)) .  These two decisions show APVMA has made decisions that the courts did not support.

Better understanding, by both the regulated community and by APVMA, of what is and what is not required for compliance with the legislation and regulations is required.  Applicants should only be required to submit information that can be shown to be necessary for determining the application and it should be known that failure to do so will prevent granting of registration and, if false information is provided, registrations and approvals will be subject to cancellation.  This process operates in other countries.  This is one reason why overseas applicants are often unwilling to amend their “specifications” to include all parameters listed in APVMA’s checklist.

While regulatory authorities should have the ability to quickly remove non-compliant products from the market, there is a risk that such decisions will be taken inappropriately.  An example is APVMA’s use of analytical methods developed by contracted laboratories and not validated for individual products to analyse products for compliance with the requirements of the Ag QA Scheme.  APVMA can require recall of products that, using these methods not validated for the individual products, do not appear to comply with the APVMA standards for the active constituents.  Companies have incurred substantial cost in defending themselves against such claims by APVMA.

While APVMA uses methods not validated for individual products, APVMA does not accept from applicants analytical methods that have not been validated for the specific product, i.e. data that APVMA considers to be inadequate to support registration is considered adequate to justify enforcement action against suppliers. 

Recommendation 13

While APVMA needs to have the ability to require recalls and take other appropriate regulatory action when required, the criteria that justify enforcement action, including regulatory action must be well documented and readily available to the regulated community.

Recalls and other enforcement action should not be permitted in situations where data used as the basis for such action is generated in a way that would not be acceptable for use in support of registration of the product.

Improving the APVMA’s compliance enforcement capacity

A strong, effective regulatory system is essential.  The system needs to have the ability to ensure products that should be registered are not supplied without registration and effective action can be taken against products that do not comply with the requirements of registration.

Recalls, enforceable undertakings, through to cancellation of registrations are tools that can be effective.  

APVMA has to be given the required tools to ensure compliance.  Without the ability to ensure compliance, there will continue to exist the incentive to supply products without registration and/or APVMA oversight.

Recommendation 14

Requirements and consequences need to be published and readily available to the regulated community.  APVMA needs to communicate better with those who are likely to supply unregistered products.  

Example:  Pharmacies often supply personal insect repellents.  At times, products supplied by pharmacies are unregistered.  Pharmacies are often unaware of which products require APVMA registration and which do not.  More effective communication by APVMA with pharmacies would ensure pharmacies are aware of registration requirements and help them to exclude unregistered products.

A further suggestion

Currently APVMA publishes the approval and each manufacturing site approved for manufacture of an active constituent.  APVMA allows any registrant to obtain active from any approved site of manufacture.  
To obtain approval of a new site of manufacture, an approval holder needs to submit data on analysis, manufacturing methods, analytical methods, including validations of those methods and batch analysis data.  However, a third party sourcing material from an approved site simply needs to demonstrate that the active complies with the APVMA Standard for that active.  

As the registrant may not have access to information submitted by the approval holder, and has no responsibility to advise APVMA in relation to manufacturing methods, etc. a third party may be supplied product of different quality to that assessed by APVMA but still complying with the APVMA Standard.  The active supplied might be manufactured by a different method and may contain impurities not present in the active assessed by APVMA.

Recommendation 15

APVMA should not publish the details of approved sites for manufacture of active constituents.  Only the approval holder should be published.

APVMA should require confirmation from the approval holder that active used in a formulated product comes from an approved site.

The approval holder should be held responsible for the quality of the active constituents supplied.

Publication of the approval holder and not the manufacturing site, and the requirement for the approval holder to confirm the active constituent will be supplied from an approved site for use in a registered product would ensure the approval holder supplies compliant active constituents and registrants use active constituents that are fully compliant.
� Principal Consultant, Competitive Advantage, P.O. Box 403, Parramatta, NSW 2124; email: mike.tichon@competitive-advantage.com.au





[image: image2.jpg]
Competitive Advantage   ABN 53 103 942 427

Physical Address:  Suite 1, Level 2, 38-40 George Street, Parramatta NSW 2150 Australia

Postal Address:  P.O. Box 403,  Parramatta, NSW 2124  Australia

 Tel:+61 2 8860 5000   Fax: +61 2 9633 9489

Email: mike.tichon@competitive-advantage.com.au


[image: image1.jpg]

