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Supplier’s Declaration of Conformity

A Case Study in Implementation

This paper presents a case study in the use of supplier’s declaration of conformity (SDoC) as a regulatory tool for managing compliance of electrical and electronic products in Australia.   It draws upon the experience of suppliers and identifies what are considered to be the benefits arising from SDoC and also some conclusions about important platforms for a successful SDoC system. 

The paper provides a brief introduction and assessment of the use of SDoC in Australia.  It considers its impact on stakeholders.  Some views are also expressed on what lessons have been learnt about the implementation of SDoC.

Based on inputs from industry and representatives of technical infrastructure the paper contends that SDoC is a viable system for product regulation.  

When compared to the hidden costs of pre-market regulatory intervention it offers suppliers a more flexible and efficient route to market.  When reinforced by visible audit enforcement it can deliver appropriate regulatory protections.  Through the mechanisms of common standards and internationally recognised systems of conformity assessment SDoC can be used across national boundaries with confidence.   However, SDoC must be planned for, as it represents a significant change in responsibilities for both regulator and supplier.

Experience in Australia suggests that SDoC offers a faster route to market and hence more rapid utilisation of key enabling technology while preserving legitimate regulatory outcomes.  Australian industry would be happy to provide further advice on our experience in the introduction of an SDoC regime and its role in facilitating both domestic take-up of and trade in IT equipment.

Supplier’s Declaration of Conformity

A Case Study in Implementation

Background

In recent years regulation in Australia has been subject to significant scrutiny to determine its impact both in terms of effectiveness and the underlying costs to industry, government and consumers.  The high profile of the European Union in developing a Declaration based approach as part of its overall efforts to create a single market has dominated thinking in terms of product compliance.  

Recent regulatory and legislative changes have seen the introduction of the Supplier’s Declaration in place of approval processes for telecommunications and radio communications.   The introduction of electromagnetic compatibility (EMC) regulation was supported by industry on the basis that it was to be a minimum impact compliance system based on the SDoC.

The information technology and communications sector has been at the fore in supporting regulatory agencies in the development of SDoC based compliance regimes because of its urgent need to have compliance requirements that are consistent with short product cycles and rapid technology development. 

The use of SDoC currently has limited application in the area of electrical safety but is to be considered further in the context of the development of a compliance regime based on a definition of ‘essential safety’ requirements and the means for demonstrating compliance with those requirements.  

Supplier’s Declaration: an Assessment

Since the introduction of SDoC, regulators and industry have learnt a great deal about the nature of the changes that this type of regulatory system brings and the preconditions for its successful use, particularly from the point of view of the small economy. 

Overall the SDoC is strongly supported by industry in Australia as a system of regulation which is: 

· consistent with the needs of competitive industry

· compatible with the direction of technology development; and importantly

· able to meet public objectives as expressed in legitimate regulatory outcomes

The advantages that it offers are broadly: 

· Lower Cost: direct costs associated with pre-market regulatory requirements are removed.  There is much greater scope for the supplier to manage compliance costs.

· Manufacturer controls time and access to market: with product lifecycles getting shorter, this is the most significant benefit of SDoC.   Pre-market approvals could take up to 90 days in some areas.

· Design changes easier to effect: SDoC offers a stimulus to product range development and innovation by eliminating requirements to re-submit design changes and variants for regulatory approval.  Manufacturers are able to declare ranges of products and new features.  Importers and those with less technical skill can utilise technical services of certification/inspection bodies and testing laboratories to develop an assessment plan. 

· Flexibility over choice of suppliers of components and materials: Responsibility for compliance is focussed on the compliance of the end product.   The performance of components and materials is to some extent not critical, provided the product represents a total solution.

· Permits an innovative approach to testing and assessment: Greater flexibility in use of testing and assessment services has emerged.  Also, compliance documentation can be upgraded as products are enhanced.

In an environment of growing competition and accelerating technology development the advantages that supplier’s declaration offers as a regulatory mechanism are significant.   However, the SDoC is not a ‘set and forget’ solution.  Nor is it de-regulation.  It involves serious commitment on the part of suppliers and regulators to ensure that it does not:

· introduce imbalances between suppliers, or

· compromise legitimate end user protections.

To be successful in meeting regulatory objectives and industry needs SDoC requires the right regulatory environment and a constructive working relationship between industry and regulator.   

Impact of SDoC on Stakeholders

Regulator

Compliance based on supplier responsibility has not eliminated the role of government and its regulatory agencies in conformity assessment; it has significantly changed the role of regulator from that of an approval body to one of technical policy and audit enforcement body.  

An adequate and visible audit enforcement mechanism has proved to be one of the most critical functions for managing SDoC.  Although much responsibility for product conformity has swung to the industry, the regulator retains a significant role in policy and also in ensuring that the system of compliance is not undermined.   Post-market audit and surveillance become an essential requirement for ensuring integrity of the system. 

It is widely accepted that without audit enforcement there are risks that imbalances between suppliers may emerge and regulatory objectives will not be met.  

Audit enforcement has been essential to ensuring that competing suppliers have not sought to gain advantage by disregarding their obligations.  In so doing it has reduced any loss in market confidence through exposure to sub-standard products. 

This changed role for the regulator has required a different set of skills and outlook than those needed to successfully manage an approval-based system.   In many respects the changing the role of regulatory staff has been one of the more difficult changes to make under the introductions of SDoC.  A managed implementation plan has been essential.  

Suppliers

SDoC relates to suppliers (in the case of electromagnetic interference (EMI) regulation SDoC is required from manufacturers, wholesalers or retailers) and not just to manufacturers.   It applies the same level of obligation to any person/company responsible for placing a product on the Australian market.  

Under the Supplier Declaration system as it has been introduced for telecommunications and EMC, the supplier is now expected to assume greater responsibility for regulatory outcomes.  As a consequence the level of technical skill maintained by regulators for the purpose of managing an approvals-based system has diminished.  There has been a corresponding need for suppliers to raise their level of technical skill.  Where the supplier is a manufacturer it has not been difficult to respond to this need.  However, import distributors and some retailers have also fallen under the scope of suppliers and have not always been in a position to readily meet their responsibilities.

This has been difficult for many suppliers to come to terms with, as the regulator is no longer always technically skilled or empowered to exercise discretionary powers in relation to compliance.  Nor is the regulator able to provide the level of information and support that is often expected from past experience.  

An equally acute problem for suppliers has been the increased administrative load that must be carried because of the need to support the declaration of conformity with compliance folders or technical construction files.  The need for suppliers to determine for themselves what constitutes an adequate compliance folder also created a good deal of uncertainty as to what was expected by the regulator.  Addressing these problems required both a lengthy phase-in period and a significant commitment by the regulator to information dissemination.

End User

In Australia SDoC is invisible to end-users.  However, the introduction of SDoC has not reduced end user protections in any measurable way. 

Preconditions for SDoC 

Throughout the implementation process a number of issues have emerged as having a critical impact on the use of SDoC.  These include:

· the quality and content of standards

· the capacity to provide high-quality plain-language information

· a clearly articulated regulatory objective

· conformity assessment tools; and

· appropriate regulatory framework. 

The Quality and Content of the Standards 

The quality of standards is critical to the smooth operation of SDoC.   Standards are generally the means for setting the regulatory objectives required of products.  Where standards are unclear or capable of more than one interpretation it becomes increasingly difficult to exercise a declaration, particularly where regulators’ technical skills are reduced.  Other remedies may be found through testing and certification bodies, but ideally the standards themselves should be capable of use under a SDoC regime.  International standards developed by organisations such as the International Electrotechnical Commission (IEC) increasingly show awareness that they are likely to be used in conjunction with SDoC and aim for greater clarity and useability.

WTO ITA could consider issues affecting participation by a broader range of countries in international standards writing bodies. 

Quality of Information

The change of role for regulators implied by SDoC may result in a reduction of service levels by regulators.  SDoC is a system based on the responsibility of suppliers and under this arrangement resources within regulatory organisations have been reduced or redirected.  Whereas once a regulator may have been able to provide interpretations of complex regulatory documents, under SDoC they may not always be resourced to provide such advice.  One remedy to this is the publication of plain language information in the form of suppliers’ guides.   

When written in plain language rather than legal or technical jargon guides of this kind are indispensable for communicating to suppliers—whether they be local or foreign manufacturers, retailers or distribution agents—what the essential obligations are.

Our experience in working within the APEC Telecommunications Working Group on mutual recognition and related matters has highlighted the critical role that a common understanding of requirements in each member economy plays in creating mutual confidence and a base for action on trade facilitation initiatives.  

The development and publication of accurate, detailed and accessible regulatory information would facilitate trade in IT products and provide a base for considering further mutually beneficial outcomes.  This may be something that ITA may wish to examine.  Information and communications technologies make this an achievable task at very little cost.

SDoC and Conformity Assessment Tools

The use of Supplier’s Declaration of Conformity alongside specific conformity assessment requirements is a matter of much debate.  For some, SDoC is sufficient on its own; others regard it as essential that some reference is made to external third party assessment as the basis on which SDoC is made.

First and foremost the mandatory use of accredited testing as the basis for SDoC should always be a matter of risk assessment.  

In some circumstances a supplier’s declaration alone may well be sufficient to ensure that a given regulatory objective is met particularly where the risk of harm to third parties is low.  But, as the risks posed by product failure become more serious it has become the case that suppliers are required to make a declaration based on the results of accredited testing, certification or inspection assessment.

Presently, the Australian system requires the use of accredited testing (either third party or manufacturer’s testing) for telecommunications network connection.  Accredited testing is a benchmark for EMI testing, but is mandatory only for products deemed to be high risk.

This may appear to be contrary to the apparent intent of a SDoC system but in some cases the use of accredited testing has proven to be an essential requirement for maintaining a viable SDoC system.  The use of accredited testing has been an important element is gaining acceptance for SDoC through:

· giving an initial degree of confidence to allow regulators to step back from pre-market approvals 

· ensuring a common approach to testing amongst competing manufacturers 

· providing regulators with a level of consistency in assessment on which to base audit enforcement

· maintaining confidence of end consumers that SDoC could assure expected protections

· providing technical confidence for sections of the supply sector that are not technically skilled.

Importantly, basing conformity assessment requirements on international arrangements such as IEC CB Scheme and agreements between accreditation systems have contributed to greater portability of conformity assessment. 


Market conditions are also emerging as factors in determining whether SDoC should be tied to specific conformity assessment requirements.  But it is by no means clear how this might be applied.  For instance, in a situation where suppliers to a market are characterised by a small number of ethical suppliers then SDoC might be sufficient with no specific conformity assessment obligations, particularly where there are strong general consumer protection laws.  Where the supply market is highly fragmented, setting a minimum level of acceptable testing or certification performance may be an acceptable and necessary constraint on SDoC.   

A further point worth considering in relation to conformity assessment tools is the role of third party accredited certification services.  It had been proposed that the introduction of SDoC in Australia would see a rapid decline in demand for certification services.  This has not been the case.  Many suppliers, particularly those without internal technical expertise, have chosen to buy in that expertise and manage their exposure to increased responsibility through the use of third party certifiers.
There is a need for greater risk-based assessment in setting regulation and achieving better decisions about conformity assessment requirements for regulated products.

WTO ITA could examine the application of risk-based assessment by regulators to the setting of conformity assessment requirements. 

WTO ITA could conduct this examination with a view to supporting the work being undertaken by organisations such as the International Laboratory Accreditation Cooperation (ILAC) and IEC to implement systems of portable conformity assessment based on equivalent processes of peer assessment and accreditation.

Appropriate Regulatory Framework 

As a system of regulation SDoC requires a different set of skills and functions from a regulator to those required in an approval system.  The skills and functions necessary in a regulatory framework that utilises SDoC cannot be easily stated for all countries, but some important considerations are:

· The capacity and powers to conduct audit and market surveillance

· Ability to support multiple conformity assessment routes  

· Applying risk factors to regulation

· Properly stated regulatory objectives

· Use of international standards

· Open communications of requirements 

· Appropriately trained staff

· Capacity to conduct and maintain industry liaison and consultation

· Adequate checks and balances to support consumer confidence

· Referral to external experts in appointment of conformity assessment bodies.

WTO ITA could examine the principles for regulatory practice which maximise the benefits of greater trade facilitation while ensuring the integrity of legitimate regulatory protections.  

On the basis of experience we would commend the use of SDoC as a best-practice model for consideration by members.
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