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Introduction

Australia and New Zealand were the first countries to have operational government-to-government (G2G) mutual recognition agreements (MRAs) with the European Community. These treaty level agreements became operational in April 1999.

These two parallel G2G MRAs were the world’s first to operate and for Australia this is the only MRA with which Australian conformity assessment bodies (1) (CABs) and industry have significant experience (2).  Because they provide the world’s only significant G2G MRA operational experience to date they are important models for the use of such agreements to reduce technical barriers to trade.  As such they have influenced Australia’s negotiations of other G2G MRAs, including the APEC multilateral arrangements (3) and the bilateral MRAs with Switzerland and Singapore, and are influencing preliminary discussions with other governments.

This paper looks at the experience of Australia’s designating authorities (4), conformity assessment bodies and industry with the Australia-European Community MRA.

European Community MRA Initiatives

In 1992, the European Council mandated the European Commission to negotiate with other countries on mutual recognition of testing, inspection and certification of products. This mandate was part of the European Community’s overall trade policy objective of facilitating trade and was specifically aimed at reducing the costs of conformity assessment activities. In doing so it provided a means by which the European Community could meet its obligations to the World Trade Organisation’s Technical Barriers to Trade Agreement treaty.

Negotiations were begun in 1994 with the USA, Canada, Japan, Australia and New Zealand. Extensive negotiations led in 1998 to the European Community signing conformity assessment MRA treaties with the USA, Canada, Australia and New Zealand. It was not until December 2000 that a treaty was initialled with Japan.  Negotiations have also been concluded with Switzerland and a single sector (pharmaceuticals) agreement has been signed with Israel.

The Australia/New Zealand agreements were the first to become operational because intensive confidence building activities were not considered necessary, mainly due to most of the sectors being underpinned by accreditation. There already existed confidence in each other’s conformity assessment bodies because most of the European accreditation bodies were part of the European Accreditation (EA) multilateral arrangements and EA already had bilateral arrangements with the nationally recognised accreditation bodies in Australia (NATA and JAS-ANZ) and New Zealand (IANZ).

Because German accreditation bodies in the regulated sectors covered by the MRA were not part of the EA, Australia and Germany exchanged confidence building visits prior to the MRA becoming operational. These visits included detailed discussions with regulatory authorities, accreditation bodies and selected conformity assessment bodies.

The Australia-European Community MRA

The MRA with Australia covers eight sectors: medical devices, medicinal products, automotive products, telecommunications, electromagnetic compatibility (EMC), low voltage equipment, pressure equipment and machinery.  (The New Zealand-EC treaty covers the same sectors with the exception of automotive products).

The relevant Federal Government departments are the designating authorities for the medical products, medicinal products and automotive products sectors. For the other five, NATA is the designating authority for laboratories and inspection services and JAS-ANZ is the designating authority for product and quality certifiers.

Australian and European Regulatory Approaches

Under an MRA involving conformity assessment, the parties recognise that the conformity assessment bodies in the exporting countries are competent to undertake the necessary assessment of product conformance with the importing country’s regulatory requirements.

Australia and the EU countries generally have similar regulatory approaches and conformity assessment infrastructures. There is one significant difference which has provided the major challenge to designating authorities and conformity assessment bodies. This challenge comes from a somewhat subtle regulatory difference. European directives (regulations) are based on generally expressed “essential requirements” whereas Australian regulations are based on compliance with specific standards. Australian conformity assessment bodies can assess product destined for Europe against “deemed to comply” harmonised European standards. They also need to be able to understand and apply the “essential requirements” concept in situations where products are not assessed against harmonised standards. In reverse, European conformity assessment bodies need to appreciate that the “essential requirements” approach cannot be used for Australia - compliance with specific standards needs to be determined.

To assist in this understanding both parties have produced guidance documents and run seminars. The greatest technical challenge has been the need for Australian designating authorities and conformity assessment bodies to develop and maintain their knowledge of the “essential requirements” approach, including keeping up with precedents and guidance emanating from European directives committees. The conformity assessment bodies have to be competent in this respect and the designating authorities need to be able to initially assess this competence and then, through surveillance, ensure that this competence is maintained.

Benefits to Australian Exporters 

Now, with some two years’ operational experience, an initial assessment of the benefits arising from the Australian-EC MRA has been undertaken by contacting relevant regulatory authorities, the Australian conformity  assessment bodies designated under the MRA and a sample of companies

that have used these bodies. The reported experiences are summarised below for each MRA sector.

1) Medicinal Products

This sector covers pharmaceuticals for both human and veterinary use.

a) Human Medicinal Products

For pharmaceuticals for human use the MRA has produced significant benefits for Australian exporters with regard to both GMP compliance and batch certificates.

i) Certificate for GMP Compliance

To obtain approval to market Australian products in the EU, manufacturers can send TGA issued Certificates of GMP Compliance to either the European Agency for the Evaluation of Medicinal Products or to the Competent Authority in any EU member State. This is a much easier process than the one available under Australia’s membership of the PIC (Pharmaceutical Inspection Convention) where detailed inspection reports must be submitted.  It also applies to EU countries such as Greece that are not members of the PIC. Australian exporters are making use of this improved market access mechanism.

ii) Batch Certificates

A major benefit to Australian exporters is the acceptance under the MRA of Australian manufacturers batch certificates by the EU.  Currently products supplied from all other countries must have batch tests done in Europe.

b) Veterinary Products

There is currently a two-year transition phase of confidence building for Australian veterinary medicinal products exported to the European Union.  It is anticipated that the confidence building will be completed by the end of 2001.  At present Australian exporters need an inspection by a European authority that costs about AUD15,000. An Australian inspection by the TGA costs about AUD3,000.  As with human medicinal products, Australian batch certificates will avoid the need for testing on arrival in the EU - a major saving in cost and time and an elimination of the uncertainties caused by the batch testing requirement.

2) Medical Devices

In the Medical Devices sector, the MRA provides significant benefits to Australian exporters. By enabling the TGA to issue certification that allows Australian medical devices to be CE-marked there are advantages to Australian manufacturers in terms of cost, time and removal of uncertainty.  The TGA has issued certificates for both specific products, and for the manufacturers’ production quality assurance covering a range of products.

A number of Australian manufacturers are very keen for the Medical Devices sector of the MRA to be expanded to include the new European In Vitro Diagnostics Medical Devices Directive.  Currently they are facing the need for very expensive conformity assessments by European notified bodies.

3) Telecommunications Terminal Equipment (TTE)

In the TTE sector, Australia has one designated conformity assessment body.  Since the negotiation of the MRA there has been a global move to deregulate the telecommunications industry.   In Europe, the revised telecommunications directive is now based on supplier’s declarations.  As a result there are now minimal requirements in the EU in this sector for mandatory conformity assessment.

The main benefit of the MRA in the TTE sector is that it provides recognition of the conformity assessment bodies’ knowledge of the relevant European regulatory requirements. This in turn gives confidence to Australian organisations seeking advice and guidance. Exporters still benefit from the MRA by being able to get authoritative advice on the requirements that must be met if products are to enter the EU market.

4) Low Voltage Equipment

There are four Australian designated conformity assessment bodies for the low voltage equipment sector. In this sector European regulatory requirements are based on manufacturers’ self-declaration, with reports from designated bodies becoming required when regulators undertake their post market surveillance.

According to the conformity assessment bodies, most interest in their Low Voltage Directive (LVD) designation status has come from exporters of machinery which incorporate electric motors.  These products must also comply with the EMC and Machinery Directives. When electrical equipment is CE-marked to show compliance with the Machinery and/or EMC Directives, the manufacturer is also signifying its compliance with the LVD.

The main benefit to Australian industry is that there are now available bodies which can provide authoritative advice and guidance regarding compliance with the LVD, and for more complicated or unusual equipment can issue reports on compliance with the LVD.

5) Electromagnetic Compatibility

Australian exporters have four designated conformity assessment bodies available for assessments for compliance with the EMC Directive. Under the EMC Directive it is mandatory to use a designated conformity assessment body if the product does not comply with a European harmonised standard.  Determination of compliance with these standards is often not straightforward and conformity assessment bodies report a growing demand for their services.  These requests are often combined with the need for advice on compliance with the Machinery and LVD Directives. 

6) Machinery

All machinery exported to Europe must be CE-marked to signify compliance with the Machinery Directive.

When the EC-Australia MRA was signed there were no Australian conformity assessment bodies offering to formally assess products for compliance with European or Australian machinery safety standards. Two have subsequently set themselves up to undertake these assessments, have been accredited by NATA and have achieved designation under the MRA.

The two Australian conformity assessment bodies designated for machinery conformity assessments report a growing demand from manufacturers for provision of advice on whether they can confidently CE mark products they plan to export to Europe. 

Partly because Australian machinery safety standards are not as comprehensive as those in Europe, one Australian CAB reports that there is a demand from Australian importers and Australian users to have machines assessed for compliance with the Machinery Directive. There is also evidence that exporters are wishing to CE mark their machines to give them status in North America, Asia and other markets.

7) Pressure Equipment

The scope of this sector is currently restricted to the Simple Pressure Vessel Directive.  This covers a very limited range of pressure equipment such as air receivers used to store compressed air at automotive repair workshops and at petrol stations. Negotiations are now underway to extend this sector to include the Pressure Equipment Directive and therefore cover all pressure equipment.  Once this Directive is included within the MRA Australian designated conformity assessment bodies will be able to help Australian manufacturers CE mark their pressure equipment. This will provide a considerable competitive advantage to Australian exporters, particularly as other MRAs being negotiated with the EU do not include a pressure equipment sector.

8) Automotive Products

Under the MRA Australian exporters of automotive components can have their conformity testing and conformity of production procedures recognised as complying with the European Community’s regulatory requirements. This arrangement could be of considerable assistance to Australian component manufacturers.  

MRA Benefits to Australian Importers

Australian mandatory conformity assessment requirements in most of the sectors covered by the MRA are based on test or inspection reports, often required to be from organisations accredited by NATA or one of NATA’s mutual recognition partners. European exporters in these sectors have therefore already had European bodies available that could assess products against Australian requirements.

The MRA has expanded the range of choice of conformity assessment bodies. There are benefits to Australian importers in the medicinal products and medical devices areas where the Australian authorities are able to register or list products on the basis of certificates from European conformity assessment bodies.  These benefits relate to the reduced amount of evidence that needs to be provided and the greater certainty of the process.

In the electrical safety, EMC and TTE sectors Australian regulators’ pre-market conformity assessment requirements are generally satisfied by the provision of a NATA endorsed report or a report from a body accredited by one of NATA’s mutual recognition partners.  European conformity assessment bodies designated under the MRA for these regulatory requirements must be accredited, but not necessarily by a NATA mutual recognition partner.  This is an advantage to importers and particularly applies to acceptance of reports from a number of German conformity assessment bodies.

Conclusion

After two years of operation of the Australia-EC MRA significant benefits are flowing to Australian exporters and importers.

Many exporters report that being able to have conformity assessments done by Australian bodies is providing savings in money and time and giving greater certainty to the export process. The designated conformity assessment bodies are also providing an authoritative source of advice to prospective exporters on European regulations on whether their products comply and therefore could enter the European market.

On the other hand Australia’s experience is that MRA negotiations, implementation and maintenance place heavy resource demands on the relevant government departments, regulators, accreditation bodies and conformity assessment bodies. The cost/benefits of possible MRAs need to therefore be carefully considered before negotiations are commenced.

The Australian-EC experience indicates that it is crucial for all involved MRA parties to have a well developed technical infrastructure in the relevant product sectors. Further, it is desirable to have the conformity assessments in each party undertaken by accredited bodies and for there to be mutual recognition agreements between the national accreditation bodies.
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(1)  “Conformity assessment” is the systematic determination (eg. by testing) of the extent to which a product, process or service meets specified 
requirements. “Conformity Assessment Body” means a body whose activities and expertise include performance of all or any stage of the conformity 
assessment process. A laboratory is an example of a conformity assessment body.

(2) The APEC MRA for Telecommunication Equipment is also operational but no Australian CABs have been designated.

(3) The APEC multilateral arrangements, not being at treaty level, are defined as mutual recognition “arrangements”, not mutual recognition “agreements”.

(4)  “Designation” means the authorisation of a Conformity Assessment Body (eg. a laboratory) to perform conformity assessment activities, such as testing. “Designating Authority” means a body with legal power to designate, suspend or withdraw designation to Conformity Assessment Bodies under its jurisdiction. For example, in Australia, NATA is the designating authority for laboratories and inspection services and JAS-ANZ is the designating authority for product  and quality certifiers.

