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Executive Summary

This paper presents different approaches to regulatory reform to assist UNECE member States in making regulatory choices.  After surveying the current landscape of international standards setting, it explores the advantages and disadvantages of standards harmonization.  It then examines international regulatory relationships and best practices, including the World Trade Organization’s Agreement on Technical Barriers to Trade, and the European Union’s Better Regulation Package.  Finally, an Annex provides the reader with a description of the different types of standards and harmonization.
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I. PART I.
INTRODUCTION AND PURPOSE

I. Introduction

When and how should governments regulate?  What can be done to eliminate technical barriers to trade?  How can changing or eliminating regulations improve a country’s competitiveness?  All UNECE members, and those with economies in transition in particular, benefit from a well-tailored regulatory framework.  Such a framework protects the health and safety of citizens, while allowing businesses to compete on a level playing field.

With the break-up of planned economies less than twenty years ago, Eastern Europe’s new States have been struggling to achieve a regulatory balance.  Too much regulation can hinder enterprise development, while too little regulation can leave citizens and businesses insufficiently protected.  In addition, these countries’ new regulatory frameworks are not always compatible, and this incompatibility can create new barriers to trade.  Thus, when appraising their regulations, countries need to ensure that they are not only fitting and effective, but also harmonized with those of their trading partners.  For example, the enlarged European Union’s “new neighbors” will have to conform to the acquis communautaire to be able to sell their products in the EU.  Similarly, in 2000 the countries of the Commonwealth of Independent States (CIS), with the exception of Turkmenistan, signed the Agreement on “Technical Barriers within the Free-Trade Area”.  This Agreement is explicitly based on the principles of the World Trade Organization’s Agreement on Technical Barriers to Trade, and mandates the use of international standards as basis for technical regulations.

II. Purpose

This paper seeks to present a “toolkit” of different approaches to regulatory reform to assist countries in making the most appropriate regulatory choices, bearing in mind that no single approach can respond to all the needs of a country.  Instead, States will need to chose and adapt the different tools to meet their various regulatory needs.  This overview of the available regulatory toolkit will give States the information they need to customize their regulatory environment to best serve their citizens and businesses.

After surveying the current landscape of international standards setting, this study explores the advantages and disadvantages of standards harmonization (part II).  It then examines international regulatory relationships and best practices, including the most important global agreement on standards, the World Trade Organization’s Agreement on Technical Barriers to Trade, as well as the European Union’s Better Regulation Package (part III).  Finally, an Annex provides the reader with a description of the different types of standards and harmonization.

PART II.
STANDARDS SETTING

I. International standards setting

1. Regulatory cooperation

A well-tailored regulatory framework is essential to the economic integration of economies in transition and developing countries.  Too often, this framework is imbalanced: some areas are overly regulated, stifling business, while others are insufficiently regulated, preventing companies from producing exportable goods and leaving consumers at risk.  Adding to this challenge is the dynamic nature of regulatory convergence: the regulatory framework for international economic cooperation is constantly changing to meet new requirements (e.g. new norms and standards in e-economy).

Even when economies in transition and developing countries can produce competitive products, these are often denied access to major markets because they do not meet importing countries’ standards and/or technical regulations.  Additionally, regulatory authorities in some countries may impose stringent requirements on domestic and imported goods in a legitimate attempt to protect local consumers, or to prevent external competition.  Other times, regulations are too flexible, and so fall short of their goal.  Due to a lack of administrative resources (and, sometimes, a lack of the technical capacity to assess conformity), there may be too many regulations for the authorities to enforce, and a tendency of businesses to evade them.

Implementing common regulations and standards will enable economic operators compete in the EU market and international markets.  Trade liberalization and the adoption of common rules and standards can help economies in transition improve their international market integration, whether with the EU and beyond, or with neighbouring economies.

However, questions remain as to how to develop and implement these common regulations and standards.  Whose standards should be used?  If new standards are appropriate, who should develop them?  How can a balance be found between legitimate consumer and environmental protection and open markets?
2. Standard setting organizations

There is a plethora of standard setting organizations working on the international, regional and national levels.

On the international level, the International Organization for Standardization (ISO) produces standards in a wide range of areas.  Other bodies produce sector-specific standards, such as the International Electrotechnical Commission (IEC)
 for all electrical, electronic and related technologies; the International Telecommunication Union (ITU)
 in the area of telecommunications networks and services; Codex Alimentarius
 for food standards; and the United Nations Centre for Trade Facilitation and Electronic Business (UN/CEFACT)
 for electronic business standards.

In the UNECE region, some standardization organizations have a geographical focus, while others concentrate on setting sector-specific standards.  The first category comprises the EuroAsian Interstate Council for Standardization, Metrology and Certification (EASC)
 of the Commonwealth of Independence States (CIS) and the European Committee for Standardization (CEN).
  Sector-specific organizations include the European Committee for Electrotechnical Standardization (CENELEC)
 and the European Telecommunications Standards Institute (ETSI).

Finally, each country has its own standards body, such as the Association française de normalisation (AFNOR),
 the German Institute for Standardization (DIN),
 the Russian Federation’s Federal Agency for Technical Regulation and Metrology,
 and the United Kingdom’s BSI Group.

II. Advantages and disadvantages of harmonizing standards

1. Advantages

Standards harmonization can provide myriad benefits.  It helps reduce non-tariff barriers to trade by making it easier and less expensive for manufacturers to sell their products in other countries.  It can help cut production expenses, especially those related to specifying parts, materials, and processes.  Producers no longer need to diversify their products to meet different countries’ requirements.
  They do not have to proceed with multiple tests and certification and the administration of different standards.  Standards can help lower the cost of warehouse operations, and capital investment in inventory, warehouse and special equipment.

Using standards can also save time, as paperwork for recordkeeping in purchasing, quality assurance, and inventory control can be done more quickly.  Cost estimates can be developed in less time, and the persons or vendors using the standards can be trained faster.

Standards harmonization encourages innovation and enterprise development, opening new markets to trade and increasing competition.  Standards help increase the productivity and efficiency of manufacturing as well as its quality, by providing accepted and explicit specifications for production and a common language for designers and manufacturers.  Product interoperability is increased and companies can avoid duplicating efforts.  The products’ consistent quality helps improve user and customer confidence. 

In addition, standards harmonization helps neutralize the shifts in foreign investment caused by varying environmental costs, as companies will no longer have an incentive to invest in countries with lower environmental standards (and costs).  Environmentally unfriendly foreign investment reduces job opportunities at home and creates pollution havens abroad.  Further, the increased convergence of product, environmental, and process standards helps protect the environment, because today’s consumers are more likely to select products on the basis of production method.

2. Disadvantages

Standardization involves tangible and intangible costs.  It takes time to implement standards, from the development stage to documenting, implementing and enforcing the standards.  New legislative frameworks may have to be created and new regulatory institutions built.  Operating and maintaining an internal standards programme can be expensive for economic operators, and they may need to monitor and participate in external standardization activities. 

Using standards necessarily restricts designers’ and manufacturers’ freedom of choice, at the risk of stifling innovation.  The introduction of standards can weaken a company’s position in the marketplace if the standards affect features that made the company’s products unique.  Standards can also simplify competitors’ entry into the market.

Standards can impede rather than accelerate progress if they are not introduced at a speed appropriate for the market.  To be widely accepted, they must take into account the needs of all interested parties.  Adopting a new legislative framework too quickly or too slowly can have negative consequences.  Too rapid an adoption can generate costs, e.g. from bankruptcies, increased unemployment and other social and economic losses, but too slow an adoption, if not accompanied by the necessary structural reforms, will lead to further losses in competitiveness.

The harmonization of standards expands their impact to an international realm.  It shifts decision-making away from accessible and accountable state and national standards bodies to (often inaccessible) international bodies.  The new international standards may not take into account variations in national situations and preferences.

Standards harmonization may weaken environmental and consumer protection through the “lowest common denominator” effect.  Harmonization in the context of trade agreements can be problematic as the primary goal of these agreements is to maximize trade flows by eliminating all barriers to trade.  However, these “barriers” can include legitimate public health, economic justice or environmental laws.

PART III.
INTERNATIONAL REGULATORY RELATIONSHIPS AND BEST PRACTICES

I. Types of regulatory relationships

· Countries share data and resources to achieve joint objectives under the cooperative regulation approach.

· Negotiated regulation results from countries identifying mutually acceptable objectives in relation to the collective interest.

· When countries formally grant authority to another government to establish regulatory requirements in a certain area, the outcome is delegated regulation.  

· Under semi-negotiated regulation, international standards are used as an alternative to national standards and other approaches to regulation.

II. Background on best practices

1.
The emulation of best practices

The emulation of “best practices” can foster harmonization.  To the extent that any national regulation is a “best practice”, other countries may emulate it to help reduce costs and enhance their international competitiveness.  This is “good harmonization” since it involves harmonization towards best practices.

In general, trade liberalization increases economic integration, which in turn fosters harmonization through the emulation of best practices.  Indeed, when countries trade more, they have added opportunities to gather information about one another’s best practices, as more information, ideas, and capital are exchanged.

2.
Social and consumer pressure to reduce “worst practices”

Trade liberalization can also foster upward harmonization by strengthening social and political pressure to reduce “worst practices”.  Consumer purchasing decisions in general, and, in particular, the threat of consumer boycotts against international companies that follow worst practices (e.g. the use of child labour), can discourage such practices effectively.

3.

Emulating other forms of harmonization and facilitating exchange

Trade liberalization and increased international trade move regulators to facilitate exchanges by harmonizing product standards, technology, laws, tax policies, and regulations on commercial transactions, environmental protection, occupational licensing, intellectual property rights, and even monetary units (e.g., the European common currency).   Uniform standards can facilitate the exchange, not only of goods and services, but also of capital, people and ideas.

4.

Internal harmonization to enhance external competitiveness

Trade liberalization also fosters internal harmonization because it prompts countries to coordinate their internal policies to be more competitive externally.  For example, Canada is working to remove internal barriers to trade and promote labour mobility to enhance internal competitiveness, which is seen as a precondition for external competitiveness.

Such practices are also being followed within trading blocs.  The countries of the Caribbean Basin, for example, are trying to better coordinate their internal policies so as to be competitive with other emerging trading blocs.  The European Union has worked extensively in this area, harmonizing many of its internal labour laws and regulations (often through the procedure of “mutual recognition”).

Market forces themselves can also inspire harmonization.  Free trade creates pressure to rationalize production within a country, in part to achieve the economies of scale necessary to compete in the global market.

Agreements on the development and use of standards

International agreements are, in essence, “best practice” for developing standards.  For example, the WTO Agreement on Technical Barriers to Trade discussed below (III) serves as a summary of best practices for the development of national standards.  Regional agreements, also discussed below (IV), seek to facilitate transnational regulatory cooperation, i.e., the interaction of different national standards.  Lastly, a number of countries are implementing programmes for national regulatory reform (V). 

III. The WTO Agreement on Technical Barriers to Trade (TBT Agreement)
The WTO Agreement on Technical Barriers to Trade (TBT Agreement) aims to promote good national regulatory practice, by ensuring that national technical regulations and standards, as well as testing and certification procedures, do not create unnecessary obstacles to trade.  The TBT Agreement encourages countries to use international standards to regulate,
 as a diversity of foreign technical regulations and standards can hinder international trade.

1. The basic principles of the TBT Agreement

The TBT Agreement is based on six principles: avoiding unnecessary obstacles to trade; non-discrimination and national treatment; harmonization; equivalence; mutual recognition; and transparency.

1.1
Avoiding unnecessary obstacles to trade

Technical barriers to trade are created by differences in technical regulations and conformity assessment procedures.  These differences often have legitimate origins such as diversities in local tastes or levels of income, or geographical or other factors.  The TBT Agreement takes these factors into account and grants Members much flexibility in preparing, adopting and applying their national technical regulations.  This flexibility is limited only by the requirement that technical regulations do not intentionally create unnecessary obstacles to trade.
  (This obligation also applies to conformity assessment procedures.
)  Whenever possible, product regulations should be specified in terms of performance rather than design or description.

1.2
Non-discrimination and national treatment

Like many other WTO Agreements, the TBT Agreement includes the GATT’s Most Favoured Nation (MFN) and national treatment obligations.
  Under this clause, products imported from another Member country must be treated no less favourably than similar products of national origin or imported from any other country.  These provisions also apply to conformity assessment procedures.

1.3
Harmonization

To promote technical harmonization, the Agreement encourages Members to use existing international standards for their national regulations when effective and appropriate.
  Technical regulations based on relevant international standards are presumed not to create unnecessary obstacles to international trade.  Similar provisions apply to conformity assessment procedures.
  The TBT Agreement also encourages Members to participate as much as possible in the work of international bodies that prepare standards
 and conformity assessment procedures.

Under the provisions of the TBT Agreement, developing country Members may be entitled to special treatment.  Depending on their situation, they may adopt technical regulations, standards or test methods aimed at preserving indigenous technologies and production methods and processes compatible with their development needs.
  They may also request that international standards bodies examine the possibility of preparing international standards for products of special trade interest to them.

1.4
Equivalence

It can take quite a long time for international standards to be implemented, as Members must first reach a consensus on the standard, adopt it and then put into place the means for its implementation.  Article 2.7 of the TBT Agreement therefore provides for a complementary approach to harmonization, known as equivalence.  Equivalence is based on the European Community’s 1985 “New Approach” to standardization.   Under equivalence, Members accept technical regulations different from their own that fulfil the same policy objectives.

1.5
Mutual recognition

Under mutual recognition, countries agree to accept the results of one another’s conformity assessment procedures, even if the procedures are different.  Having to prove a product’s compliance with technical regulations can impede international trade, as the diversity of testing procedures and methods can significantly increase costs for producers who sell in multiple markets.  Mutual recognition can drastically reduce these costs.  

Article 6.3 of the TBT Agreement strongly encourages WTO Members to negotiate mutual recognition agreements with other Members.  A high degree of confidence in testing and certification bodies is needed for such an agreement to work well.  The TBT Agreement
 therefore provides that complying with relevant guides or recommendations of international standardization bodies is an indication of adequate technical competence.

1.6
Transparency

Members must notify the WTO Secretariat when a relevant international standard does not exist, or when the content of a proposed regulation is not in accordance with such a standard, and when it could have a significant effect on the trade of other Members.
  Whenever possible, draft regulations should be notified to the WTO Secretariat 60 days prior to their adoption to allow for comments by other Members.  An exception can be made for urgent problems of safety, health or environmental protection.

When a Member begins enforcing the Agreement, it should promptly notify the other Members of how it plans to implement and administer the Agreement,
 and of any agreement with any other country that could have a significant effect on trade.  In addition, each WTO Member must set up a national enquiry point to provide information and documentation on its technical regulations, standards and test procedures, as well as participation in standard-related agreements and conformity assessment systems.

WTO Members can consult the TBT Committee on any matters relating to the operation of the Agreement.


2.
The Code of Good Practice

The Code of Good Practice provides guidance for the preparation, adoption and application of standards by all central government, local government, non-governmental and regional standards bodies.  This Code is mandatory for central government standards bodies.  Any standards body having accepted the Code must notify their work programme at least twice a year.

3.
Technical assistance

Any Member has the right to technical assistance, and requests from least-developed Members have priority.  This assistance can range from helping Members in preparing technical regulations and establishing national standards bodies to participating in international standards bodies and taking the steps to gain access to regional international conformity assessment systems.  Firms in developing country Members can learn how to meet an importing country’s technical requirements.  Technical assistance to developing and least-developing counties often takes the form of regional and sub-regional seminars.

IV. Regional and national approaches

Whereas the TBT Agreement seeks to promote good national regulatory practice, the approaches discussed below aim to improve transnational regulatory cooperation.

1. The European Union’s Better Regulation Package
The European Union’s Enterprise Policy seeks to provide a simple, high quality regulatory environment.  The European Commission’s “Partnership for Growth and Jobs”, also known as the renewed Lisbon Strategy, focuses on offering better regulation.  The Commission is working to ensure that regulation is used only when necessary to defend public interests and that the burdens it imposes are proportionate to their aim and do not hinder the development of economic activity.

To achieve this, it uses several approaches:
· Withdrawing or modifying pending legislative proposals;
· Simplifying existing legislation;
· Improving the quality of new Commission proposals, through the systematic use of impact assessment and public consultation in the development phase.
The Commission’s “Better Regulation” package seeks to ensure that Community legislation is adapted to the challenge of enlargement and to technical and local conditions.  Regulations are written in a simpler style, making them easier to understand and thus to implement.  The clearer drafting, in combination with efforts to improve legislative procedures and institutional practices, should enable companies and public authorities to save time and money in implementing regulations.  The ultimate goal is to ensure a high level of legal certainty across the EU, not to deregulate the Community or limit its scope of action.

The Commission is working along three main lines:

· Further promoting the design and application of better regulation tools at the EU level, especially with regard to impact assessment and simplification.

· Working more closely with Member States to ensure that all EU regulators consistently apply better regulation principles.

· Reinforcing the constructive dialogue between EU and national regulators and with stakeholders.


2.
The Commonwealth of Independent States (CIS)

In 1992, all the countries in the Commonwealth of Independent States (CIS)
 signed the “Agreement on the Uniform Policy on Standardization, Metrology and Certification”.  This agreement was amended in 2000, when the CIS countries (except Turkmenistan) signed the “Agreement on Technical Barriers within the Free-Trade Area”, which is explicitly based on the principles of the WTO TBT Agreement.  The CIS Agreement mandates the use of international standards as a basis for these countries’ technical regulations.
  Currently, only about 20% of standards in the CIS are harmonized with international standards, while the rest are still based on Soviet standards.

The Agreement also created the “Euro-Asian Interstate Council for Standardization, Metrology and Certification” (EASC).  This intergovernmental body is recognized by ISO and works with over 230 interstate technical committees for standardization.

This Agreement is one of the most important achievements of the CIS.   In practice, all CIS countries routinely accept conformity and quality certificates issued by any of the partners’ accredited institutions, with only a few reported implementation problems.  To address these problems, the CIS countries recently agreed on lists of products whose certificates of conformity are subject to mandatory acknowledgement within the CIS.
 

One remaining obstacle is that reciprocal recognition applies only to interstate standards.  The lack of information on partners’ standardizing activities makes it the mutual recognition of national standards difficult.  Further cooperation is needed to help partners better distinguish between mandatory national standards (technical regulations) and voluntary national standards.  Collaboration between the EASC and the UNECE Working Party on Regulatory Cooperation  and Standardization Policies (WP.6)  is especially important in this regard.  The EASC recently decided to adopt UNECE’s “International Model for Technical Harmonization based on good regulatory practice”.
 
This Model helps facilitate market access through the establishment of sectoral agreements between interested member countries.


3.
The North American Free Trade Agreement (NAFTA)

The North American Free Trade Agreement (NAFTA) came into effect in 1994 and has brought economic growth and better standards of living for the people of Canada, Mexico, and the United States, its three member countries.  NAFTA has reduced arbitrary and discriminatory trade rules, allowing consumers to benefit from lower prices and more choices.
 

NAFTA has helped manufacturers in member countries grow and create jobs by allowing them to operate in a larger, more integrated and efficient North American economy.  This economic integration has led to improved environmental performance across the region and better protection of workers’ basic rights.


4.
Canada’s Smart Regulation

In Canada, the External Advisory Committee on Smart Regulation has developed a strategy to make regulation more effective, responsive, cost-efficient, transparent and accountable.  This “Smart Regulation” is based on four principles: protecting health and safety; ensuring that compliance activities are transparent; promoting best; and encouraging continued coordination among all levels of government.  To implement these principles, the Canadian government is setting up a central database that will:

· Provide easier access to regulations;

· Allow regulators to review existing legislation so they can eliminate unnecessary rules, update, and simplify regulations;

· Help institute a new, more “bottom up” approach to developing legislation, in better coordination with other countries and the different areas of the Government.


5.
Organizations

5.1
United Nations Economic Commission for Europe: the International Model for Technical Harmonization (Recommendation “L”)

UNECE’s Working Party on Technical Harmonization and Standardization Policies developed the “International Model for Technical Harmonization Based on Good Regulatory Practice for the Preparation, Adoption and Application of Technical Regulations via the Use of International Standards”.  This International Model, also known as Recommendation “L”, comprises three main principles:

1. National technical regulations should be based on international standards, or in their absence, on regional or national standards.  This helps create a level playing field for companies: a company can demonstrate compliance with a regulation by showing it manufactures its products according to the standards referenced in that regulation. 

2. Technical regulations should be based on “Common Regulatory Objectives”, which should derive from mutually agreed, legitimate requirements (such as those related to health, safety, the environment), and should refer to (preferably) international standards for more detailed technical requirements.

3. Regulators should establish regulatory convergence through an agreement on the levels they would like to achieve in their Common Regulatory Objectives and then agree on what standards to use. 

There are a number of advantages to using the International Model as a tool for regulatory convergence: 

1. Sectoral arrangements are open to all interested UN member States. 

2. Arrangements can be developed between interested countries and/or within regions on the sectoral level, in an open and transparent manner.  The number of countries in such arrangements can gradually be enlarged (a flexible, “step-by-step” approach).

3. The International Model simplifies the linking of sectoral/regional arrangements between countries using similar regulatory techniques. 

4. The International Model includes in the scope of regulatory convergence necessary health and safety conditions; applicable international standards; and the required means of proof of conformity for the sectors/product areas concerned.  It provides for open market access (“free circulation”).

The “International Model” adds to the framework of the TBT Agreement by suggesting solutions for the practical implementation of technical harmonization and drawing from existing good regulatory practice schemes.

1.1 Organization for Economic Co-operation and Development (OECD)

In 1997, the OECD issued its first set of Guiding Principles for Regulatory Quality and Performance, which are regularly updated (most recently in 2005).  These OECD guidelines help countries improve their regulatory policies and tools, strengthen market openness and competition, and reduce regulatory burdens.

In cooperation with the Asia-Pacific Economic Cooperation forum, OECD developed an Integrated Checklist on Regulatory Reform.  This Checklist is a flexible, voluntary tool that countries can use to self-evaluate their regulatory reform efforts.  It covers integrated policies (the horizontal dimension of regulatory reform), regulatory policy, competition policy, and market openness policies.

OECD provides information on five tools for assessing the regulatory quality of existing or proposed regulations: Regulatory Impact Analyses (RIA); administrative simplification; transparency and communication; alternatives to regulation; and compliance and enforcement.
  RIAs are widely used in OECD countries.  They help countries carry out a cost-benefit analysis of the impact of new or modified regulations, allowing them to assess regulatory options and consequences.  RIAs help ensure that government action is justified and appropriate.

In a recent publication, the OECD identified three key elements for regulatory reform:

1. Capacity building in regulatory institutions, in particular in the areas of quality control, legal conformity, and technical capacities and skills;

2. Communication strategies and consultation mechanisms;

3. Constituency development (changing the administrative culture).

PART IV.
CONCLUSION

The European Union’s historic enlargement in 2004 created new challenges for the UNECE region, and particularly for the countries in Eastern Europe, the Caucasus, Central Asia and the Western Balkans.  Indeed, there is a risk that new divides will develop in the UNECE region, between EU members and the EU’s “new neighbours” in particular.

Implementing common rules and standards can help prevent the creation of new divides.  Trade liberalization and the adoption of common rules and standards will improve non-acceding countries’ competitiveness in the EU and international markets.  They will also help create greater trade and market integration among the non-acceding countries themselves.  Indeed, non-acceding countries increasingly recognize the importance of regulatory convergence for their future participation in the global markets that are institutionally linked to their WTO membership. 

Regulatory convergence is time-consuming and complex.  Countries must adopt their new legislative framework at the right speed: too rapid an adoption generates costs –bankruptcies, increased unemployment and other social and economic losses.  If the framework is not adopted quickly enough, though, national businesses may fall even further behind.  UNECE’s Recommendation “L”
 can help minimize regulatory convergence costs and respond to the challenge of such a dynamic process. 

UNECE has an important role to play as a platform for promoting economic development and integration.  UNECE provides equal participation in the decision-making process to every UNECE member State including non-acceding countries, ensuring that even less advanced countries can have their say.  Further, UNECE’s legislative framework is invaluable for further enhancing trade and economic cooperation.  UNECE has the expertise to help non-acceding countries develop the regulatory instruments they need to strengthen their economic ties with the enlarged EU.

In providing this overview of the existing toolkit for regulatory reform, UNECE seeks to assist member States in crafting the various regulatory frameworks that will best suit their needs, enabling them to benefit fully from the globalized business world while protecting the health and safety of their citizens.

Regulatory reform can be complex and time-consuming, yet the gains to be obtained from a well-tailored regulatory framework are too important to be ignored.  A good regulatory framework provides “the right response, at the right time, developed in the right way.”
  Such an approach “puts citizens at the centre, making their safety, health and quality of life the starting point – and bottom line – for every regulation.”
  Regulatory reform can make all our lives better.

ANNEX

BACKGROUND INFORMATION ON THE REGULATORY ENVIRONMENT

II. Basic definitions

The regulatory environment consists of two types of law: public or “hard” law is based on States’ rights and obligations, such as those derived from international treaties and conventions, and any type of national legislation.  Private or “soft” law is based on standards and obligations initiated by and applicable to producers of goods and services rather than States.

Technical regulations and product standards set criteria for the design, content, operation, and disposal of products to protect health and safety and/or minimize environmental damage.
  Technical regulations must be complied with, whereas compliance with standards is voluntary.
  Different types of standards can overlap, e.g., health and safety standards and environmental standards in the case of pesticide use, which leaves residues in food and drinking water.

Conformity assessment procedures are technical procedures including testing, verification, inspection and certification that confirm that products fulfil the requirements of standards and technical regulations.
  Manufacturers and/or independent third parties can carry out such procedures.

Regulatory cooperation is an arrangement among a loose network of partners, each with its own aspirations and agenda.

II.
The different types of standards

Mandatory standards are based on legislation.  These standards can apply to products, manufacturing practices, testing, packaging, transportation, and operators’ qualifications.  In addition to how a product must conform, a mandatory standard usually prescribes who must implement the standard, to what products the standards apply and under what conditions, and when conformity is required. It may also prescribe how conformity is to be established and may define exemptions and deviation procedures and may impose penalties for non-conformity.  Examples include the United States’ Federal Communications Commission (FCC) rules that establish the transmission frequency, operation mode, and the transmission power of radio equipment.  Many FCC rules ensure compliance with international regulations, such as those of the International Telecommunication Union (ITU).  Similarly, many Federal Aviation Administration (FAA) requirements guarantee conformity with the standards and recommended practices of the International Civil Aviation Organization.

Obligatory standards are part of a contract.  These standards govern transactions in many industries and are often contained in the set terms of purchase orders to indicate conformity with the industry’s norms.

Preferential standards are optional.  A company may chose to adopt them in toto, or to refer to them in its internal (and often proprietary) standards.  The list of potential preferential standards is vast.  These preferential standards can also be the basis for a company’s technical information and technology.

Business or marketing standards are the minimal levels of performance, quality, and durability that customers expect from a product.  These expectations are often supported by commercial and consumer protection law: if the consumer complies with these standards of use, he can expect to avoid harm or damage.  Recognizing which attributes a customer expects is an essential task of sales strategists.  It is in a company’s best interest to provide the product features anticipated by customers; manufacturers therefore tend to automatically adopt business or marketing standards.

A domain standard prescribes requirements for all items within a class of products.  Domain standards often address safety issues common to a class of products.  To implement such standards, manufacturers must first be aware that their product belongs to a given domain and then determine what the applicable domain standards are.  For example, in the electrical industry, a product standard will require that a particular device be capable of interrupting a certain electrical current, while the domain standard will prescribe the method for establishing the space between the current-carrying elements of all such devices. 

Companies implement the standards necessary for them to conduct business within a market.  If international standards are used, a company needs to adapt to them only once (although it may have to upgrade them subsequently). Adopting international 

standards will benefit companies that want to expand their base from a regional to the international arena.

IV.
The different types of harmonization

Harmonization does not seek to make regulations or standards identical, but rather to reconcile methods for developing and administering standards using approaches such as pre-market harmonization, mutual recognition, equivalency, and reference standards.  So far, these have been applied almost solely to product standards (particularly for food and chemicals) with the aim of promoting trade.

1. Pre-market harmonization

Pre-market harmonization is the coordination of administrative procedures related to the review, approval, or registration of products before they reach the market.  Pre-market harmonization is practiced in the OECD Chemicals Program, where it has helped develop chemical testing guidelines and establish good laboratory practice principles, requirements for a pre-marketing set of data, and an agreement on the mutual acceptance of data.  Pre-market harmonization is also used to evaluate data from harmonized testing procedures as part of the risk assessment process.  This can help parties agree on the criteria for identifying the potential negative effects of a product or process.  Despite the soundness of this approach, countries may still differ significantly in their perceptions of risk and the risk levels they will accept in connection with a product or process; therefore, trade disputes remain possible.

2. Mutual recognition

With mutual recognition, products lawfully manufactured and sold in one country may enter other countries, broadly implying the mutual acceptance of one another’s standards.  Mutual recognition does not seek to harmonize standards but rather to ensure the free flow of goods across borders.  The farthest-reaching application of mutual recognition is in the food trade within the European Community.  Member states can maintain national product standards, but they cannot prevent the sale within their own territory of products that meet other member states’ standards. The only exception is when strict compliance with the national standard is necessary to protect public health and the consumer.  The advantage of mutual recognition is that it can remove trade impediments arising from less essential standards, thus allowing harmonization efforts to focus on a narrower and better-defined set of standards.

3. Equivalency

Equivalency assumes that if a standard has an equivalent effect to a national standard, then a country should allow goods to enter its market based on either standard.  Equivalency affords the same degree of protection to each country, but allows regulations or standards to be quantitatively different.  It has the advantage of recognizing the different circumstances under which countries protect their consumers and environments. Equivalency is an important element in the U.S.-Canada Free Trade Agreement.  The two countries have sought an open-border policy with respect to trade in agricultural and other designated goods, basing that policy partly on “making equivalent” technical regulations and standards. The agreement’s chapter on agriculture includes accords to make equivalent and to harmonize, where possible, testing and evaluation procedures, labelling requirements and residue tolerances for certain chemical products. However, there may be considerable national differences of opinion as to whether different standards provide an equivalent guarantee of health and safety protection or environmental protection. For this reason, methodologies for measuring equivalency and dispute settlement procedures are needed.

4. Reference standards

The most comprehensive approach to harmonization is to establish, through multilateral bodies, internationally accepted reference standards for products and processes.  For example, the draft GATT Decision on Sanitary and Phytosanitary Measures directs countries to base their relevant measures on existing international standards, guidelines, or recommendations.  It recommends increased reliance on international standards organizations: the Codex Alimentarius Commission, the International Office of Epizootics, and the International Plant Protection Convention. Countries can adopt standards more stringent than those set by these organizations if they can show a scientific justification for doing so.  There is also some allowance for higher standards if they are based on internationally agreed-upon risk assessment techniques. National standards higher than the international norm and giving more weight to science or risk assessment can lead to significant disputes.
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