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Chemicals and veterinary medicines
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Background

Chemicals and plastics manufacturing — and importing — in Australia is subject to a wide range of regulations, administered by several agencies at all levels of government. These regulations seek to balance the protection of human health and the environment with the benefits gained from the use of the chemicals themselves. Within the Australian Government, the main regulators are the National Industrial Chemicals Notification and Assessment Scheme (NICNAS); the Australian Pesticides and Veterinary Medicines Authority (APVMA); and the Therapeutic Goods Administration (TGA – see chapter 4). Other agencies, such as the Australian Quarantine and Inspection Service (AQIS) and Food Standards Australia New Zealand (FSANZ), can also impact on the manufacturing and importation of chemicals, where the use of such chemicals falls within their regulatory domain — for example, the use of imported vaccines in the animal health industry or chemical additives in food products. 
The Regulation Taskforce

Several submissions to the Regulation Taskforce raised issues with chemicals and plastics regulation, relating to duplication, delays and lack of consistency with international standards. Overall:
There was a sense of urgency in submissions around the need for a national chemicals policy. The overriding concern is that achieving national uniformity (or even national consistency) is essential to the competitiveness of the industry. This is still far from being realised, despite numerous recent reviews and reforms in the sector. (2006, p. 63)

In examining the issue, the Regulation Taskforce recommended that COAG establish:
... a high-level taskforce to develop an integrated, national chemicals policy. The taskforce should commission and oversee an independent public review of regulation in the chemicals and plastic sector. (2006, recommendation 4.58, p. 67)

In response, COAG established a ministerial taskforce to help streamline chemicals and plastics regulation. Additionally, the Australian Government initiated a Productivity Commission review of chemicals and plastics regulation, with that review to inform the considerations of the ministerial taskforce. The review commenced on 27 July 2007, and released its draft research report on 19 March 2008. Its final report was released on 7 August 2008.
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Concerns about the regulatory framework for chemicals

Several participants in the current review believe that aspects of chemicals and plastics regulation create an unnecessary burden on their industry, with some focus on the role of NICNAS:
While the subject of comparative regulatory burden is multifaceted and complex, there is no doubt that the NICNAS 100% cost recovery model, coupled with the wide net of substances under the NICNAS framework, is inconsistent with most other OECD economies (PACIA, sub. 11, attachment p. 48)

The set up of NICNAS tends to favour the large multi-national who has much greater resources. It undeniably stifles innovation and entrepreneurial activities. (Endeavour Chemicals and Plastics, sub. 3, p. 1)
Participants also raised specific issues such as Material Safety Data Sheet (MSDS) requirements (Science Industry Australia, sub. 13), inconsistency in interstate regulations (Croplife Australia, sub. 18) and duplication in chemical and plastics regulation, both among local regulators, and between Australian and international requirements:

There would be advantage in streamlining and co-ordinating the activities of the different regulatory agencies, especially in terms of determining which agency is actually responsible for any given product or situation. (ACCORD Australasia, sub. 27, p. 6)

With business supply chains becoming more global, issues of unjustified unique Australian regulatory requirements need to be addressed. These act against the integration of Australian businesses into these global supply chains and have negative implications for Australian export manufacturers as well as importers of new technologies that could be of use to Australian business and manufacturing. (ACCORD Australasia, sub. 27, p. 11). 

Other participants (such as the Animal Health Alliance (Australia), sub. 4) commented on the role of other regulatory agencies, namely AQIS and the APVMA. Concerns relating to these agencies are dealt with in section 5.3, below. 
It is clear that the concerns mentioned above are of importance to the industry, and warrant detailed scrutiny. As such, these concerns — in relation to duplication and inconsistency in the chemicals and plastics regulatory framework, the role of NICNAS, MSDS requirements and unique Australian requirements — have been drawn to the attention of, and were dealt with by, the Commission’s chemicals and plastics regulation research study. Accordingly, these matters will not be addressed in this review. 
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Regulation of veterinary chemicals and medicines

Veterinary products require approval from the APVMA — a statutory authority within the portfolio of the Minister for Agriculture, Fisheries and Forestry — before they can be supplied to Australian market. The APVMA’s powers and functions are set out in the Agricultural and Veterinary Chemicals (Administration) Act 1992.

Under the National Registration Scheme for Agricultural and Veterinary Chemicals, the APVMA is responsible for registering and regulating the manufacture and supply of all pesticides and veterinary medicines used in Australia, up to the point of retail sale. Before being registered for sale, products go through a risk assessment process. Companies must provide the APVMA with information about the product to allow independent evaluators to decide whether it is effective and safe for people, animals and the environment, and not a trade risk. The APVMA also assesses the ongoing quality of products following registration and monitors compliance with regulations on the importation, manufacture, supply and advertising of pesticides and veterinary medicines, up to the point of retail sale. 
The APVMA operates on cost-recovery principles and is principally funded by a levy imposed on sales of registered agvet products and by application and annual registration fees. The APVMA also collects licensing fees from manufacturers of veterinary medicines.

State and territory governments are responsible for controlling the use of registered pesticides and veterinary medicines after retail sale. All jurisdictions have adopted the template Agricultural and Veterinary Code and the conditions of use specified by the APVMA during product registration form part of the state and territory control-of-use regimes.

Imported biologically derived animal health products, such as veterinary vaccines, must also satisfy certain regulatory requirements administered by AQIS. Vaccines are classified under the Quarantine Proclamation 1998 as a prohibited biological material and a permit is required for their importation. In issuing an import permit, AQIS evaluates data submitted by the applicant to determine whether import of the product would pose a pest or disease quarantine risk.
The Commission’s draft report on chemicals and plastics regulation has assessed the role of the APVMA in relation to the regulation of pesticides, but not veterinary medicines. However, some of the draft report’s findings and recommendations (PC 2008a) are relevant to this review. A number of concerns were also raised in relation to the APVMA and AQIS in the Commission’s report in 2007 on regulatory burdens affecting the primary sector (PC 2007a). 
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Concerns about the Australian Pesticides and Veterinary Medicines Authority
The Animal Health Alliance (Australia) (AHA) raised three main concerns about the APVMA:
· it does not recognise/accept overseas Good Manufacturing Practice (GMP) certificates issued by other recognized OECD country authorities

· excessive time frames for the processing of some applications

· duplication/overlap/inconsistency between APVMA and other agencies.
Non-acceptance of overseas Good Manufacturing Practice certificates
The AHA is concerned that, with the exception of European authorities recognised under the Mutual Recognition Agreement with the European Union (EU) on Conformity Assessment, the APVMA does not recognise/accept overseas GMP certificates issued by other recognized OECD country authorities.

All the relevant information APVMA requires is on the GMP certificate issued by other OECD counties but it is not in the specific EU-MRA (Mutual Recognition Agreement) format that APVMA will accept. Also, it is necessary to maintain a document database of each issued EU-MRA formatted GMP certificate, as these are valid for 3 years only from the date of last inspection of the relevant facility. (sub. 4, p. 5)
It is claimed that Australian veterinary chemical product registrants incur costs negotiating with overseas subsidiaries and/or government agencies to convert an overseas issued GMP certificate to EU MRA format acceptable to the APVMA.

Assessment

The APVMA responded to this issue in its submission (sub. 42) to the Commission’s review of regulatory burdens on the primary sector. The following discussion draws on that submission and more recent advice from the APVMA (pers. comm., 21 April 2008 and 13 June 2008).
The Agricultural and Veterinary Chemicals Code Act 1994 (and regulations) requires the APVMA to be satisfied of a number of matters with respect to the manufacture of chemical products (including the keeping of records) and GMP certificates are necessary for the APVMA to fulfil its legislative obligations.
The APVMA is currently conducting a review of the overseas GMP scheme, which will determine if any change to the scheme is necessary, and if the scheme is meeting its original objectives, namely:

· to ensure safety of veterinary chemical products registered for use in Australia, irrespective of the site of manufacture

· to ensure compliance of veterinary chemical products with Australian legislative requirements

· to improve/maintain stakeholder confidence in imported products by applying requirements that are comparable to those that domestic manufacturers must comply with (APVMA 2007, pp. 1–2).

The Commission notes that while the review is examining the effectiveness of the overseas GMP scheme against these objectives, the acceptance of overseas GMP certificates is not its primary focus. 

For the APVMA to accept a GMP certificate from a foreign country it must be satisfied that the GMP standards that are required in that jurisdiction are appropriate, and have confidence in the authority and assessment system which underpins the issue of that certificate.
The APVMA has a mutual recognition agreement (MRA) with the EU and with EFTA and both have a sectoral annex for GMP inspection. Australia, therefore accepts GMP certificates from competent authorities identified in the original MRA.

The APVMA makes a case-by-case assessment of GMP certificates it receives from jurisdictions not covered by the MRAs. It accepts GMP certificates from various counterpart authorities to reduce duplication and continues to work (through Department of Foreign Affairs and Trade) to extend international harmonisation. Of the non-EU OECD countries, the USA is a significant veterinary drug producing country and the APVMA generally accepts GMP certificates from the US Department of Agriculture and the US Food and Drug Administration. The APVMA also accepts certificates issued by the Food Safety Authority in New Zealand in accordance with a Memorandum of Understanding between the two agencies.

The Commission understands that the APVMA frequently accepts GMP certificates from a number of other authorities where the GMP certification process is known to be of a comparable standard. The APVMA has advised that in most cases acceptable evidence of compliance can be obtained from either the counterpart regulatory authority or a third-party regulator recognised as equivalent by the APVMA. An APVMA audit of an overseas manufacturing facility may only be required where these avenues are exhausted (APVMA, pers. comm., 13 June 2008). 
The APVMA does not require GMP certificates from non-EU countries to be in the EU format. However, the APVMA does require GMP certificates from non-EU countries to contain the same type of information which is contained in EU MRA format certificates. The APVMA has stated that most manufacturers are able to provide acceptable evidence of GMP compliance. However, the Authority acknowledges that some manufacturers may, on occasion, have problems obtaining acceptable evidence of compliance from some foreign regulatory authorities.
To undertake appropriate audits of all foreign manufacturing sites would be very costly for the APVMA, so a policy of selective case-by-case acceptance of overseas GMP certificates is appropriate. In practice, this policy has resulted in the APVMA already accepting GMP certificates from various counterpart authorities beyond those covered by MRAs.

Wider acceptance of overseas GMP certificates could result in savings in both business compliance costs and ongoing government administration costs. The Commission acknowledges, however, that such reductions in costs must be weighed against any increase in risks that may be associated with a policy of wider acceptance. While the Commission is not well placed to comment on whether the APVMA’s current approach strikes the appropriate balance, it is important that assessments have regard to compliance and other costs. 

As stated in the final report on chemicals and plastics regulation (PC 2008a), the Commission considers that a statutory obligation should be placed on the APVMA to conduct its assessments in a manner that has regard to the costs of assessments (including the data requirements placed on applicants) relative to the likely benefits from reducing the risks posed by the chemical/medicine concerned. 
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.

Timeliness of the Australian Pesticides and Veterinary Medicines Authority assessments

AHA also raised concerns about excessive time frames for the APVMA’s processing, in particular for applications to “over sticker” approved product labels with amended product shelf life information. It claimed that the time taken is ‘commercially unrealistic’.

… the time-line to test retention product, obtain an extension of shelf life and over-sticker the product is not far off the 12 months shelf life extension that is approved. A company may as well do nothing and save their APVMA application fees, stability testing costs and write-off the product. (sub. 4, p. 7)
As a further indication of the regulatory cost burden, the AHA stated:

Stock valued at less than $50,000 would not be extended due to the regulatory difficulties. Across the industry millions of dollars would be lost in value of product lost sales and waste disposal cost of expired products. (sub. 4, p. 7)
Assessment

Requests for extension of shelf life for a particular product batch are made via a permit application. In order to approve the extension of shelf-life, the APVMA must be satisfied that the batch of product will continue to meet specifications and be safe and effective for the approved period.

This often necessitates the submission and assessment of data to demonstrate that the extension proposal will be acceptable. The APVMA has advised (pers. comm., 21 April 2008) that the requirements and timeframes for such applications
 state that, where an assessment of data is necessary, the legislated assessment timeframe may be five months. Where no data assessment is necessary, the legislated timeframe may be as short as two months. 

Timeframes for assessments by the APVMA that are considered by industry to be excessive can potentially be the result of:

· legislative timeframes that are too long, thus providing insufficient incentive for the APVMA to process applications most efficiently
· non-compliance by the APVMA with legislated timeframes — this can have many causes, including poor commitment, inadequate resources/lack of expertise or inefficient processes and practices
· defective or inconclusive supporting information provided by applicants, and the time taken to provide the additional information to remedy this.
In relation to the first point, the Commission considers that all the APVMA-legislated timeframes should be subjected to periodic review to ensure that they remain appropriate.
With respect to the second point, the APVMA acknowledges the importance of timely assessments and has committed, in the formal guidelines, to endeavouring to process all permit applications to extend shelf life of a particular batch of product well within the legislated timeframe.

The Commission’s draft report on chemicals and plastics regulation (PC 2008a) includes a more general discussion of the timeliness of the APVMA assessments. A number of industry groups participating in that study claimed that timeliness of assessments is a problem. The following findings are relevant.
· An audit by the Australian National Audit Office (ANAO 2006) found that between 2001 and 2005-06 the number of evaluations finalised within statutory timeframes increased from 94 to 98 per cent for veterinary medicines, while for  agricultural chemical products (covered by the Commission’s chemicals and plastics study), it declined from 95 to 87 per cent. The ANAO report also found that the greatest contributor to the delays in the overall application process was the time taken by applicants to remedy the various defects in their applications while the statutory clock was paused — on average, the APVMA processing time was around one third of total elapsed time from application to registration.
· A report undertaken by Business Decisions Limited (BDL 2007) for AHA, suggests that mandatory local assessment of non-controversial animal health products by the APVMA typically requires less time than assessments in Canada and Japan.
 Nevertheless, industry survey results presented in the report indicate that assessment times have increased over the last five years — possible reasons listed include the introduction of additional requirements, but also gaps in expertise or insufficient resources within the APVMA.
The APVMA is currently implementing the recommendations of the ANAO report and this should improve timeliness. More broadly, the APVMA has been conducting a program of process reform to improve efficiency and reduce elapsed times for applications.
Given that the ANAO report found that defects in applications were the greatest contributor to delays in the overall application process, a particular focus of the APVMA has been on identifying process improvements that might reduce the incidence of defective applications. A ‘recording proforma’ is being developed to identify the type and nature of defects in applications so improvement initiatives can be well targeted. Other current initiatives aimed at improving the quality and completeness of applications include: pre-application meetings; routine updating of the Manual of Requirements and Guidelines (and access via the web); an electronic application and registration system (this can reduce some types of administrative errors); pre-submission data assessments; and registration seminars.
While in some cases it may be appropriate to commence the assessment of an application prior to receipt of all required information, in many other cases there may be efficiencies for applicants and for the APVMA in ensuring all critical information has been received before ‘starting of the clock’ for the purposes of measuring performance against legislated timeframes.

Duplication/overlap/inconsistency between the Australian Pesticides and Veterinary Medicines Authority and other agencies
AHA highlighted various examples of duplication, overlap or a lack of coordination between the APVMA and AQIS and between the APVMA and the Department of Health and Ageing (DOHA).

· Duplication of certain auditing activities — veterinary chemical product registrants have to pay the cost of AQIS auditors (between $4000 to $10 000 depending on who does the audit)
 to audit product manufacturing facilities that have already been audited by the APVMA. This includes doubling up on agency audit fees and travel and living allowances for the auditors, costs of organizing facilities and downtime as a result of reduced manufacturing activity during the audit. AHA also expressed dissatisfaction with the quality of AQIS audits and the expertise of their auditors, which they say is impacting on industry’s confidence in the process.

· Overlap/duplication of effort between the APVMA, AQIS and TGA (the relevant function has transferred to the Office of Chemical Safety (OCS), within DOHA) in relation to the issuing of import permits, particularly for dealings with antimicrobial products. AHA suggested that the lack of alignment and coordination in the systems and requirements of the regulators resulted in unnecessary costs, including: duplication of effort on the part of regulatory personnel and doubling up on paperwork and files containing much of the same information. Direct company costs to industry include money, time and human resources in dealing with duplicate requests. Indirect company costs include the AQIS fees for processing permits.

· The APVMA and TGA (now OCS) both require information on import and export of active ingredients used in production (OCS only for antimicrobial) but in different formats and at different times of the year. As a guide to the likely cost of such duplication/lack of alignment, AHA stated:
On average, a veterinary chemical product registrant needs to allocate 5 working days of a semi-skilled employee to deal with this issue each time it occurs. The employee cost is $100.00 per hour for 8 hours per day for 5 days which equates to $4,000 per data generation activity. (sub. 4, p. 5)
Assessment

AQIS and the APVMA both may audit manufacturing premises, but the purpose of the audits is different and the premises may have different functions. 

With respect to audits of Australian manufacturing premises AQIS may conduct an inspection if the premises will use imported products which are of quarantine concern, and if a condition of the AQIS import permit is that the products must be stored in a Quarantine Approved Premises (QAP). AQIS audits QAPs annually to ensure they continue to comply with the QAP conditions. The APVMA audits Australian manufacturing premises to ensure that they comply with the Australian Code of Good Manufacturing Practice for Veterinary Chemical Products. After an initial satisfactory audit, the APVMA issues a manufacturing licence. Ongoing audits are conducted at approximately 18 month intervals.
The Veterinary Manufacturers and Distributors Association (VMDA) has undertaken a study in cooperation with AQIS and the APVMA, to identify areas of overlap between the APVMA GMP audits and AQIS QAP audits, with a view to a single agency audit of both matters. The VMDA study also examines the degree of overlap between AQIS evaluation of imported animal vaccines for quarantine safety purposes and the APVMA evaluation of imported vaccines for animal safety purposes. The APVMA has advised (pers. comm., 21 April 2008) that the APVMA and AQIS have discussed an early draft of the VMDA report, and will further discuss this matter after the VMDA releases the final report.
AQIS also inspects overseas manufacturers which seek to export biological products to Australia, for example abattoirs (meat products), pet food manufacturers and vaccine manufacturers.
 APVMA advised that for overseas premises, AQIS and the APVMA have different interests and there is no overlap between the APVMA GMP requirements and AQIS quarantine requirements (pers. comm., 21 April 2008).

On the issue of overlap relating to import permits, the permits issued by the APVMA, AQIS and OCS are for different purposes and share very little common data. The APVMA’s Consent to Import Unregistered Products or active constituents is commonly linked to an application for a research permit to use an unregistered product or active constituent. This is nearly always for the purpose of conducting field trials to develop data in support of an application for registration of a new product in Australia. The APVMA issues a ‘Consent to Import’ via a simple administrative process which requires no technical data and for which there is no fee. Customs will not release imported unregistered product unless they see that the APVMA has issued a ‘Consent to Import’.

AQIS issues a permit to import biological materials if satisfied that the product does not represent a quarantine risk to Australia. An applicant must submit to AQIS technical data related to the quarantine policy which is relevant to the product. AQIS will accept data in any format provided that it addresses all relevant issues outlined in the relevant quarantine policy.

DOHA has responsibility under regulation 5A of the Customs (Prohibited Imports) Regulations 1956 for issuing permissions to import antibiotic substances into Australia. The requirement for an import permit applies to all therapeutic substances that are antibiotic substances, including those destined for both human and animal use. The import permitting function was previously administered from within the TGA. It is currently undertaken by the OCS. The OCS also administers an import/export licensing regime for narcotics, psychotropic substances and precursor chemicals in accordance with United Nations convention requirements. The import controls placed on antibiotics are a response to concerns about the development of antimicrobial resistance. DOHA advised:

Importers who are granted import permissions by the OCS are required to report at the end of each financial year on the actual quantity of each antibiotic substance imported during the life of the permit and its intended end use (eg veterinary, human therapy). The submitted data are collated into a report to reflect total imports, by substance type and end use. The report is provided to the Expert Advisory Group on Antimicrobial Resistance as part of the information that they require to consider antibiotic resistance issues in Australia. (pers. comm., 5 June 2008)
Information provided by DOHA would suggest that the OCS requirements are unlikely to impose significant compliance costs for business:

· the target timeframe for issuing permits for antibiotic imports is ten working days

· there are no fees associated with the issuance of a permit

· the majority of permits for antibiotic imports are issued as ‘continuing authorities’ which are valid for up to 12 months and expire at the end of the financial year. A continuing authority permit authorises the holder to import nominated antibiotics throughout the life of the permit. There is no limit on the number of antibiotic substances that can be specified on a permit and multiple consignments can be imported during the life of the permit. (DOHA, pers. comm., 5 June 2008)

APVMA told the Commission that it knows of no scenario in which an importer is required to seek a permit from all three regulatory agencies. One of the few scenarios where a permit from more than one agency is required is where an importer wishes to undertake field trials with a new antibiotic — a permit is required from both the APVMA and the OCS. These are administrative permits which contain some similar information (for example, name and address of the importer), but the overlap in regulatory burden is very slight.
DOHA also noted that a sub-set of the antibiotics for which the OCS issues import permits would also be subject to the need for import authorisation from AQIS.
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Concerns about the Australian Quarantine and Inspection Service
A number of issues were raised in relation to effectiveness and efficiency of AQIS
 including: 

· timeliness of assessments
· frequency of import permit review/renewal requirements

· requirements for import permits for certain lower risk products are unjustified.

Each of these concerns is discussed in turn below, but an overall assessment is left to the end of the section.

In addition, concerns were raised about some duplication and overlap in requirements between the APVMA and other regulatory agencies, including AQIS. These are discussed above in relation to the assessment of concerns about the APVMA.

Australian Quarantine and Inspection Service assessments take too long

AHA is of the opinion that AQIS assessment timelines are unacceptably long and has concerns regarding the unpredictability of processing times, which makes planning difficult.

Industry confidence in AQIS complying with its own guidelines/standards when assessing industry product applications is lacking. Industry confidence that AQIS will even make a decision on any particular product application is lacking. Time-lines for assessment in excess of 3 years have been seen by industry. Uncertainty also exists in time-lines for renewal of existing applications. (sub. 4, p. 4)
Delays can result in lost market share, especially for seasonal products:

In the case of a product with sales potential of $1 million per year, one years delay to market results in at least $1 million lost sales. Costs over the past 5 years to industry are estimated to be in the range of $20 - $50 million. (sub. 4, p. 4)

Other potential costs associated with delays in having product applications approved, highlighted by AHA, were:

· significant costs to the agricultural industry as a consequence of not having access to vaccines available to treat various diseases, including suffering by livestock inflicted by diseases that could be prevented by vaccines

· the cost of additional resources needed by industry to deal with the AQIS issues.
To reduce assessment timelines and introduce greater certainty, AHA called for:

· statutory time-frame commitments

· AQIS to agree on a service charter with industry

· greater sharing of information between regulators

· more of a risk-management approach to reviews ‘rather than what often appears to be a “nil risk” approach’ (sub. 4, p. 4).
The Quarantine Act 1908, under which AQIS operates, does not impose any statutory timeframes within which AQIS must undertake evaluations for any biological product. This is in contrast to the APVMA — the regulations to its governing legislation (the Agricultural and Veterinary Chemicals Code Act) stipulate timeframes within which the APVMA must finalise an application for registration of an agricultural or veterinary chemical product (see above).
AQIS is reliant on industry to provide relevant data to demonstrate compliance with quarantine requirements. In some cases delays in the assessment of applications can be partly or largely attributable to a failure by applicants to provide all of the required data.

Therefore, should calendar timeframes for evaluations be instituted, some provision to ‘stop the clock’ may be required to make allowance for time periods where extra information is being sought from the applicant, or advice is being sought from Biosecurity Australia. AQIS advised that the intervals over which such advice is delivered can often be many months depending on the vaccine or quarantine issue in question. (pers. comm., 23 April 2008). 
With respect to assessments by the APVMA and the relevant statutory timeframes, the clock stops while applicants respond to the APVMA’s requests to remedy defects in their applications (PC 2008a). However, as was suggested above in relation to addressing concerns about the timeliness of the APVMA assessments, AQIS should consider additional measures directed to reducing the incidence of incomplete or otherwise defective applications. Then, providing all requirements of applicants have been clearly specified, there are likely to be efficiencies if the ‘clock’ generally only starts when all critical information has been received.
Import permits are required to be renewed too frequently

AQIS requires holders of import permits to seek their review/renewal every two years even when there has been no apparent change to the material/product or the risks it poses. AHA (sub. 4) and Science Industry Australia (sub. 13) are of the view that a two year validity period is generally too short, arguing that five years would be more appropriate as the norm. AHA suggested that more frequent reviews should only be required where there is a clear scientific justification and is concerned that presently there ‘appears to be no credible risk management processes used by AQIS in dealing with these permits being reissued’ (sub. 4, p. 7).
The process of applying for import permit renewals imposes significant compliance costs on industry. AHA submitted that ‘[t]he total cost can amount to tens of thousands of dollars per company per year’ (sub. 4, p. 7). Costs include direct costs associated with preparation of the renewal application and AQIS charges to process permits. For veterinary vaccines, an updated ‘full dossier’ is usually also required to support the application for renewal. Industry typically incurs significant costs associated with liaison with overseas subsidiaries, necessary to provide these dossiers.

AHA also pointed to potentially substantial additional indirect costs associated with interruption to imports during the review/renewal process. This can include costs of holding products/ingredients on wharves and associated manufacturing delays and loss of product sales.

... the permit holder is required to await the permit being re-issued before they can legally continue importing the product/ingredient. As all applications are placed in a queue, there can be delays of some months before an application is evaluated. (sub. 4, p. 7)

AQIS considers that the two year limit for import permits is appropriate as it ensures a regular reassessment of the quarantine risks associated with biological product. For a given product, risks may change, for example, due to alterations in manufacturing procedures or the origin of ingredients. A reassessment can also take into account changes to quarantine policy applicable to the product. 

The reassessment is undertaken against product-specific quarantine policy. Where necessary AQIS may apply new permit conditions to a product previously imported to ensure the product continues to meet Australia’s accepted level of quarantine protection.

AQIS advised the Commission (pers. comm., 23 April 2008) that where there is no change to quarantine policy or the nature of the risks associated with the product, re-assessments can progress relatively quickly. In contrast, re-assessments can be protracted where quarantine policy or production methodologies have changed, or where information/advice needs to be generated either from the applicant or from Biosecurity Australia.

Potential costs associated with interruptions to the importation of product/ingredients can be avoided if the importer submits an application for a new permit sufficiently prior to the expiry of an existing import permit.

A shift to longer duration import permits potentially exposes Australia to undetected risks from imported biological product. Although AQIS has the power under the Quarantine Act 1908 to revoke permits or amend import conditions for existing permits at any time where significant changes in the level of quarantine risk arise, many such changes in risk may not be identified by the regulator outside routine import permit renewal examinations.

At a minimum there would appear to be a strong case for improved communication between AQIS and Biosecurity Australia and applicants about the reasons for re-assessments and in particular to make any relevant changes to quarantine policy transparent.

Import permits required for low risk products

AHA consider that AQIS is imposing an unnecessary requirement for full import permits, with associated requirement for renewal every two years, for certain highly processed products that pose little risk. For example, certain ‘products of fermentation’ for use in veterinary chemical product manufacturing (for example, ivermectin and the stearate chemicals) are highly processed and pure and do not carry the risks associated with plant or animal materials.

Further, according to AHA, multiple companies import these chemicals, usually from the same overseas manufacturing sources and a separate import permit application is required in every case. 
This has been a relatively recent imposition on industry and appears to have no scientific rationale…[it] costs companies financial and human resources in generating the information to support the permit application, the costs for processing the permit application and lost time awaiting the permit being issued. (sub. 4, p. 6)
Direct costs for business associated with this permit requirement were estimated by AHA to be ‘$4000 per incident’ (sub. 4, p. 6), not including AQIS processing fees. AHA suggested that, as an alternative, companies could be permitted to provide an annual declaration to AQIS regarding such products, or revert to the system AQIS previously had in place whereby permits were not required unless the import material is coming from an unknown manufacturer or one with a suspicious history.

AQIS advised (pers. comm., 23 April 2008) that ‘Microbial fermentation products’ (other than alcohols, vitamins and amino acids) are classified under Part 4 of the Quarantine Proclamation Act 1998 as a prohibited biological material and as such a permit has been required for their importation for over 10 years. In issuing an import permit for these products, AQIS evaluates data submitted by the applicant against scientifically-based quarantine policy advice from Biosecurity Australia, and any other relevant information, to determine whether import of the product would pose a pest or disease quarantine risk.

Assessment

The Commission appreciates that determining quarantine measures involves a delicate balance. Imports can involve the likelihood that pests or diseases are brought into Australia with potentially devastating consequences. But excessive restrictions or inefficient delays in assessing imports can reduce choice and access to beneficial new products, impose unnecessary burdens on business and increase prices for consumers. 

It is important, therefore, that measures are supported by scientifically–sound quarantine risk analysis and, moreover, that the process in which the analysis is undertaken is as cost-effective as possible, with burdens imposed on those who participate kept to a minimum. This includes ensuring:

· processes and information requirements are commensurate with the objective evidence of risks and there is appropriate flexibility to impose lesser requirements where risks are demonstrated to be low
· the avoidance of unnecessary replication of relevant international data and information.
In principle, the Commission sees merit in introducing explicit statutory timeframes (with reasonable flexibility, including ‘stop the clock’ provisions) similar to the approach adopted in legislation governing the APVMA’s regulatory functions. A service charter would also be consistent with best practice administration of regulation and potentially serve to provide greater certainty and clarity for industry in what it can expect in its dealings with AQIS. 

However, these and the other specific issues raised are best examined in the context of the broad ranging review of Australia’s quarantine and biosecurity arrangements currently being conducted by an independent panel, chaired by Roger Beale. This review’s terms of reference specifically ask the panel to examine the appropriateness, effectiveness and efficiency of current arrangements, including resourcing levels and systems, and, where appropriate, to benchmark Australia’s arrangements in an international quarantine context. The panel is to provide a final report to the Minister for Agriculture, Fisheries and Forestry by 30 September 2008. The specific concerns raised by AHA in relation to timeliness of assessments and renewal of import permit requirements have also been submitted to the Beale review.

� These are set out in Volume 2 of the APVMA’s Manual of Requirements and specific guidelines for such applications (Guideline 48 — detailed in section 2.4).


� This commitment is set out in a note at the bottom of section 2.4 of Guideline 48.


� The study findings were based on the views of experts within a number of the largest animal health companies in Australia, Canada and Japan.


� Audits can be conducted either by AQIS biologicals unit staff from Australia or the Australian Government Veterinary Counsellor in the country of concern.


� No fees are involved for TGA permits.


� If there is an overseas-based Veterinary Counsellor in the Australian Embassy, he/she will often do the audit on behalf of AQIS to reduce costs; otherwise, an Australia-based AQIS officer must travel to the overseas country to audit the premises.


� AQIS and Biosecurity Australia have differing, but complementary roles. AQIS manages quarantine controls at Australia’s borders to minimise the risk of exotic pests and diseases entering the country. AQIS also provides import and export inspection and certification to help retain Australia’s highly favourable animal, plant and human health status and wide access to overseas export markets. Biosecurity Australia provides science based quarantine assessments and policy advice that protects Australia’s favourable pest and disease status and enhances Australia’s access to international animal and plant related markets.








	104
	Annual review of regulatory burdens
	


	
	Chemicals and veterinary medicines
	105



