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FORWARD  

Trade is crucial for economic 
growth in Myanmar. 
Accurate measurements, 
documentary standards and 
conformity assessment have 

become prerequisites for expanding 
international trade and supporting our 
domestic industry. The importance of 
standards and conformity assessment in 
both domestic and international trade was 
prominently noted in the World Trade 
Organizations Agreement on Technical 
Barriers to Trade. Myanmar has been a 
member of the WTO since January 1995.   

For Myanmar to compete and succeed in 
ǘƻŘŀȅΩǎ Ǝƭƻōŀƭ ƳŀǊƪŜǘΣ ƻǳǊ ǘǊŀŘŜǊǎΣ 
producers and suppliers must not only find a 
buyer, but also they must also ensure that 
ǘƘŜƛǊ ǇǊƻŘǳŎǘǎ ƳŜŜǘ ǘƘŜ ƛƳǇƻǊǘƛƴƎ ŎƻǳƴǘǊȅΩǎ 
safety requirements, as well as the 
ŎǳǎǘƻƳŜǊǎΩ ǉǳŀƭƛǘȅ ŜȄǇŜŎǘŀǘƛƻƴǎΦ  

The handbook is the result of joint effort of 
the Myanmar Engineering Society, DRI and 
the United States Agency for International 
Development (USAID) Private Sector 
Development Activity Yangon, Myanmar. 
We hope that you will find very useful links 
in this book that lead to international 
websites where further descriptive 
information is available. The Department of 
Research and Innovation has the honor to 
introduce this handbook with our partners, 
the Myanmar Engineering Society and the 
USAID. 

Wishing you success, 
 
Win Khaing Moe, Director General 
Department of Research and Innovation 
 

 The Myanmar Engineering 
Society has the honour to 
participate in the development 
of this handbook. Our 50,000 
plus members are professional 

engineers, scientist and architects who 
understand the importance of standards 
and accurate measurements and testing. 
MES members all over the country actively 
participate in the education and training of 
ȅƻǳƴƎ ŜƴƎƛƴŜŜǊΩǎ ŦƻǊ ǘƘŜ ŜŎƻƴƻƳƛŎ ŦǳǘǳǊŜ ƻŦ 
our country. We are proud of our 
relationship and cooperative effort with the 
Department of Research and Innovation and 
the USAID Private Sector Development 
Activity project in Myanmar.   

This handbook is the first of many future 
cooperative projects that we hope to 
produce that will assist you in understanding 
the principles of our National Quality 
Infrastructure, including up-to-date 
information pertaining to the variety of 
procedures, principles, and methodologies 
linked together in a logical and practical 
manner to facilitate trade and access to 
more lucrative markets.  

We hope that you will find the Hyperlinks in 
this book useful; they will lead you to 
international organizations websites where 
further descriptive information is available. 

On behalf of the Myanmar Engineering 
Society, I would like to express our thanks to 
all of the dedicated individuals that made 
this handbook a reality.  

Thank you again, 
 
 Aung Myint, President  
Myanmar Engineering Society   
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PREFACE & ACKNOWLEDGMENTS 
The Department of Research and Innovation and the Myanmar Engineering Society 
together with the U.S. Agency for International Development Private Sector 
Development Project in Myanmar have jointly developed this handbook to create 
awareness and the importance of Standards, Metrology and Conformity Assessment as 
they relate to trade facilitation and economic growth in the Union of Myanmar.  

Technical Development 
The handbook reflects basic concepts developed by regional and international 
organizations including ISO, IEC, ASTM, the WTO, the World Bank, Codex, BIPM, ILAC, 
IAF, ITC, NIST, ANSI, SIM, and many others. Over the years, special versions of the 
handbook have been published in co-operation with the United States Agency for 
International Development (USAID) and the National Standards and Metrology institutes 
of Afghanistan, Laos and Vietnam. These versions have been printed in English, Dari and 
Vietnamese. 

Much of the material presented in the handbook concerning regional and international 
organizations was obtained from their web sites or other published information.  

Technical Review 
Ed Nemeroff, the primary author of this handbook wishes to thank the following 
individuals who provided direction, guidance and technical support in the development 
of the original and current version of the handbook, their contribution is noted with 
thanks and appreciation. 

V Dr. B. Stephen Carpenter-Director Office of International and Academic Affairs, 
US National Institute of Standards and Technology, (NIST-retired) -USA 

V Dr. Seton Bennett-Deputy Director, National Physical Laboratory  United Kingdom  

V Dr. Charles Ehrlich- US National Institute of Standards and Technology, (NIST)  
Weights and Measures Division -USA 

V Professor, Dr. Mauricio Frota. Catholic University of Rio de Janeiro, Past 
President, Brazilian Metrology Society  - Brazil  

V Mr. Paul Hanssen-President Workplace Training -USA. 

V Ms. Carol Hockert ςPresident NCSL International (NCSLI) USA 

V Dr. Charles Motzko, - President, C. A. MOTZKO & ASSOCIATES. USA   

V Dr. Richard Pettit-Editor NCSLI Measure Magazine, Sandia National Laboratories ς 
USA  

V Mr. John Owen-Secretary (retired) International Accreditation Forum (IAF) 
Australia  

V Ms. Dianna Rodrigues- Director, Antigua and Barbuda Bureau of Standards, Vice-
Chairman CROSQ/Immediate Past President, Inter-American Metrology System 
(SIM) Antigua 

V Mr. Peter Unger-President, American Association for Laboratory    
Accreditation(A2LA), Chair, International Laboratory Accreditation Cooperation 
(ILAC)  -USA 

V Dr. Svetlana Zhanaidarova, 1st Secretary, Central Asian Cooperation for MAS-Q 
(CAC MAS-Q) -Kazakhstan 

V Mr. James Olshefsky, Director, External Relations, ASTM international  -USA 
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 The developers of this handbook want to thank the following individuals who provided 
direction, guidance, and administrative support:  

A special thank you to Director General Mr. Win Khaing Moe 
of the Department Of Research and Innovation, Dr. ,   Dr. Zar Ni Uung, Director Standards 
and Quality Department and Mr. Aung Myint, President of the Myanmar Engineering 
Society, and Mr. Steven Parker Chief of Party and Mr. Edward Nemeroff, Senior Technical 
Advisor who lead the team that produced this handbook from the United States Agency 
for International Development (USAID) Private Sector Development Activity project in 
Myanmar and the support staff of all of the organizations that made this handbook 
possible. 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



- 6 - 

 

 

GLOSSARY OF ACRONYMS 

AB Accreditation Body 

ANSI American National Standards Institute 

APEC Asia Pacific Economic Cooperation 

APLAC Asia Pacific Laboratory Accreditation Cooperation 

APMP Asia Pacific Metrology Program 

ARSO African Regional Organization for Standardization 

ASTM American Society for Testing Materials International 

ASEAN Association of South-East Asian Nations 

BIPM Bureau International des Poids et Measures 

CA Conformity Assessment 

CAB Conformity Assessment Body 

CAC Codex Alimetarius Commission 

CAC-MASQ Central Asian Cooperation on MAS-Q 

CASCO Committee on Conformity Assessment at ISO 

CE Marking European mark of conformity 

CEN European Committee for Standardization 

CENELEC European Committee for Electrotechnical Standardization  

CEOC International Confederation of Inspection & Certification Organizations  

CGPM Conference Generale des et Poids  

COOMET Euro-Asian Cooperation of National Metrological Institutes 

CRM  Certified Reference Material 

DEVCO Committee on Developing CountrȅΩǎ όISO) 

EA European Cooperation for Accreditation 

EASC The Interstate Council for Standardization, Metrology and Certification 

EC European Commission 

EMS Environmental Management System 

EOQ European Organization for Quality 

EOTC European Organization for Conformity Assessment 

ETSI European Telecommunications Standards Institute 

EU European Union 

EUROLAB Associations of Measurement, Testing  and Analytical  Laboratories 

EURAMET European Association of Metrology Institutes 

FAO Food and Agriculture Organization 

GATT General Agreement on Tariffs and Trade 

GUM Guide to the Expression of Uncertainty in Measurement 

HACCP Hazard Analysis Critical Control Point 

IAAC InterAmerican Accreditation Cooperation 

IAF International Accreditation Forum 

IEC International Electrotechnical Commission 

ILAC International Laboratory Accreditation Cooperation 

IMEKO International Measurement Confederation 

IRCA International Register of Certified Auditors 

ISO International Organization for Standardization 

ITC International Trade Centre 

ITU International Telecommunications Union 
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JCDCMAS 
Joint Committee on Coordination of Technical Assistance on Metrology, 
Accreditation and Standardization 

JCRB Joint Committee of the Regional Metrology Organizations and the BIPM 

MAS-Q   Metrology, Accreditation and Standards = Quality  

 MLA Multilateral Mutual Recognition Arrangement 

MRA Mutual Recognition Arrangement 

MSTQ Metrology Standards, Testing and Quality 

NACLA The National Cooperation for Laboratory Accreditation  

NAFTA North American Free Trade Agreement 

NATA National Association of Testing Authorities 

NQI National Quality Infrastructure 

NCSLI National Conference of Standards Laboratories International 

NMI  National Metrology Institute 

NORAMET North American Cooperation in Metrology 

NSB National Standards Body 

NVLAP National Voluntary Laboratory Accreditation Program(USA) 

OIML International Organization for Legal Metrology 

PAC Pacific Accreditation Cooperation  

QMS Quality Management System 

RMO Regional Metrology Organization 

SADCA Southern African Development Community Accreditation 

SADCMEL SADC Cooperation in Legal Metrology 

SADCMET South-African Development Community Cooperation in Measurement Traceability 

SANAS South-African National Accreditation System 

SI International System of Units 

SIM Inter-American Metrology System 

SoA Scope of Accreditation 

SPS Agreement on the Application of Sanitary and Phytosanitary Measures 

SQAM Standards, Quality, Accreditation and Metrology 

TBT Technical Barriers to Trade 

TQM Total Quality Management 

UILI International Union of Independent Laboratories 

UNIDO United Nations Industrial Development Organization 

USAID United States Agency for International Development 

VIM International Vocabulary of Basic and General Terms in Metrology  

WECC Western European Calibration Cooperation 

WELAC Western European Laboratory Accreditation Cooperation 

WELMEC European Cooperation in Legal Metrology 

WEMC Western European Metrology Club 

WSSN World Standards Service Network 

WTO World Trade Organization 
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GLOSSARY OF TECHNICAL TERMS IN SIMPLE LANGUAGE 

 

Accreditation Accreditation is the internationally accepted procedure that recognizes the competence of 
testing and calibration laboratories, product certification bodies, quality system certification 
bodies and inspection bodies. Accreditation schemes minimize the duplication of re-testing 
and re-certification reduces cost and eliminates non-tariff barriers to trade and market 
access delays. 

Calibration Calibration refers to a written process of verification that an instrument is within its 
designated accuracy. This is usually accomplished by formal comparison with a 
measurement standard of higher accuracy that is traceable to national or international 
measurement standards. 

Certification Based on the results from accredited laboratory or body and the specifications from a 
documentary standard, certification is the operation intended to assure the conformity of 
products, services, etc. by means of technical evaluation consisting of the proper 
combinations of defined operations. 

Conformity 
Assessment 

Conformity assessment procedures are technical activities such as testing, verification, 
inspection, certification, and accreditation, which confirm that products or processes fulfill 
the requirements as defined in technical regulations and standards. 

Inspection Inspection in its simplest form, it is a verification of the quantity and/or weight of traded 
goods, or if it occurs at a border, verification can consist of examining import/export 
documents with a visual check of the cargo on the basis on professional judgment. 

Legal Metrology Legal metrology is the practice and the process of applying regulatory structure and 
enforcement to metrology a credible measurement system is vital for trade in any society. 
All measurements related to trade and consumer protection come under the forum of legal 
metrology. 

Metrology Metrology is the science of measurement. No testing would be possible unless the 
characteristics of the product or service in question can be measured in a way, which 
compares them against a physical or chemical reference of known value. Therefore, 
adequate methods for measuring the properties of products and services are fundamental 
to the quality assessment process. 

Mutual Recognition 
Arrangement 

Mutual Recognition Arrangements (MRA's or MLAôs) are formal agreements between 
parties whereby they agree to recognize the results of each other's testing, inspection, 
certification, or accreditation. MRA's are an important step towards reducing the multiple 
conformity assessment that products, services, systems, processes and materials may 
need to undergo, especially when they are traded across borders. 

National Metrology 
Institute 

A National Metrology Institute (NMI) is an institute designated by national decision to 
develop and maintain national measurement standards for one or more quantities. 

Product certification  Product certification may consist of initial testing of a product combined with assessment of 
a quality management system. This may be followed by surveillance that takes into account 
the supplier's quality management system and testing of samples from the factory or the 
market. Other product certification schemes comprise of initial testing and surveillance, 
while still others rely on the testing of a sample product - this is known as type testing. 

Quality Management 
System Certification 

The most well-known examples are the certification of quality management systems and 
environmental management systems as conforming, respectively, to ISO 9001 and ISO 
14000 standards. More than 1,000,000 organizations worldwide have been certified to an 
ISO 9000 family of standards. 

Standard (Document) A standard is a document that describes the important features of a product, service or 
system and, the essential requirements that it must meet. Compliance is voluntary. 

Standard (Measuring) 
An instrument, reference material, or measuring system intended to define or reproduce 
one or more values of a quantity to serve as a reference.  

TBT Agreement The World Trade Organizations Agreement on Technical Barriers to Trade (TBT) - 
sometimes referred to as the Standards Code - aims to reduce impediments to trade 
resulting from differences between national regulations, standards, and conformity 
assessment procedures. 

Technical Barrier to 
Trade 

TBTôs are non-tariff barriers that generally result from the preparation, adoption, and 
application of different technical regulations and conformity assessment procedures. 

Technical Regulation A technical regulation is a document issued by a government that details product 
characteristics, production methods, and administrative provisions, compliance is 
mandatory.   
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INTRODUCTION AND EXECUTIVE SUMMARY 
The intention of this handbook is to provide the reader with a basic overview of the 
importance of a national quality infrastructure that includes metrology, accreditation, 
standardization and conformity assessment procedures as tools to enhancing trade 
facilitation, market access and export competitiveness.  

The handbook includes a basic introduction to trade facilitation the NQI concept, the 
WTO TBT and SPS Agreements, metrology, standards, and conformity assessment. 
Readers will find that the handbook is a source of practical information including an 
introduction to the major regional and international technical organizations that support 
trade facilitation and promote market competitiveness. Each technical section of the 
handbook contains a list and description of reference material offered by the WTO, 
national, regional and international NQI organizations, etc. Hyperlinks are available that 
will take the reader directly to a copy of the material or the website of the organization 
that offers the information. We hope that this handbook will provide the reader with a 
source of valuable information and a basic understanding of national quality 
infrastructure concepts.  

Note: Websites listed in the handbook can be accessed by simply clicking on the 
appropriate link. In addition, copies of most reference material described in each section 
of the handbook can be accessed by opening the appropriate section folders contained 
on the wafer drive. The handbook is divided into five major sections: 

Prior to the Introductory Section, there is a list acronyms and abbreviations commonly 
associated with the TBT Agreement and an NQi. This is followed by a glossary of TBT and 
related technical terms in plain language. 

The Introductory Section is an overview of the importance of an NQI as it relates to trade 
facilitation and the TBT Agreement.  

Section One addresses technical barriers to trade with the focus on understanding the 
fundamentals, background, structure, and content of the TBT and SPS Agreements and 
member obligations. 

Section Two describes documentary standards and technical regulations, the evolution, 
recognition, their need, and voluntary standards and mandatory technical regulations. 
The role of standards and technical regulations in international trade, international and 
regional standards organizations, and the standards development process are also 
detailed. 

Section Three is metrology, the science of measurement, its history, the international 
system of metrological units, the different categories of metrology, the vocabulary of 
metrology and regional and international metrology organizations are described.  

Section Four is conformity assessment, the international accepted procedure for 
determining compliance to standards and technical regulations. The concept of mutual 
recognition and the principles of conformation assessment are detailed as well as an 
introduction to regional and international conformity assessment organizations.  

Section Five looks at the NQI system in Myanmar and the functions and services of the 
Myanmar Department Research and Innovation and the Myanmar Engineering Society. 

Section Six-Summary  
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For Myanmar, understanding the link between a National Quality infrastructure, global 
trade, and export competitiveness is at the forefront of trade policy. The removal of non-
tariff barriers to trade and implementing a regulatory system that includes a national 
quality infrastructure  system that is WTO compliant and accepted internationally has 
become a central political task for many developing and transitional economies. In 
seeking to expand international trade, it is virtually impossible to underestimate the 
importance of adopting and implementing international recognized and accepted NQI 
practices. These activities provide a vital link to global trade, market access and export 
competitiveness as they contribute to consumer confidence in product safety, quality, 
health and the environment.  

 One of the main challenges facing the international trading system is the diverse 
conformity assessment practices and standards used in different countries and some 
regional organizations. Unless trading partners adhere to similar or equivalent 
procedures and requirements, and recognize each other's test and certification results, 
then the costly problem of discriminatory, non-transparent, and unnecessary obstacles 
to trade will persist. 

Conformity assessment is the internationally recognized procedure for demonstrating 
that specified requirements relating to a product, process, system, person or body are 
fulfilled, thus determining compliance. Conformity assessment activities include testing, 
inspection, certification, labeling, and accreditation. These procedures offer practical 
solutions to many developing countries. Developing countries and countries making the 
transition from a centralized to a market economy make up some three quarters of the 
members of the World Trade Organization (WTO). For them, standards and conformity 
assessment are an important source of technological expertise for developing their 
economy and raising their capability to export and compete on global markets. 

As a trade facilitation body, the WTO emphasizes through its various agreements the 
ƛƳǇƻǊǘŀƴŎŜ ƻŦ ŜƴǎǳǊƛƴƎ ǘƘŀǘ ŎƻǳƴǘǊƛŜǎΩ ǊŜƎǳƭŀǘƛƻƴǎ Řƻ ƴƻǘ ŎǊŜŀǘŜ ǳƴƴŜŎŜǎǎŀǊȅ ōŀǊǊƛŜǊǎ ǘƻ 
international trade. Despite its emphasis on ensuring that no unnecessary barriers to trade 
be created through technical regulations, the TBT Agreement recognizes that countries have 
the right to establish protection for human, animal, or plant life, or the protection of health 
and the environment. The substantive provisions under the TBT agreement can be grouped 
into four sometimes-interrelated areas.  

These groups of obligations include: 

¶ Granting equal treatment to imports of a country that is no less favorable than that 
granted to local production (national treatment) or imports of other countries (most 
favored national treatment); 

¶ Encouragement of members to rely on harmonized international standards; 

¶ Transparency in the development, application, and implementation of standards and 
technical regulations. 

The TBT Agreement requires that conformity assessment procedures be prepared, 
adopted, and applied to grant access for suppliers of like products originating in the 
territories of other Members [signatories to the agreement] under conditions no less 
favorable than those accorded to suppliers of like products of national origin or 
originating in any other country.  
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The Agreement also requires that such procedures not be prepared, adopted, or applied 
with a view to or with the effect of creating unnecessary obstacles to global trade. 
Ideally, a properly conducted conformity assessment program benefits, not hinders the 
free flow of goods into the marketplace. 

The TBT Agreement distinguishes between standards and technical regulations. The 
difference between a standard and a technical regulation lies in compliance. While 
standards are voluntary, technical regulations are by nature mandatory and have the 
force of law. 

Standards are agreed procedures, systems and methods, etc. that producers voluntarily 
meet to show that their products achieve a stated level of quality and or performance. When 
a standard or part of a standard are used in regulations, they are termed technical 
regulations, thus their use becomes a mandatory requirement that local goods and imports 
must meet. 

Accreditation (a conformity assessment activity) is the internationally accepted system 
that recognizes the competence of testing and calibration laboratories, product 
certification bodies, quality system certification bodies and inspection bodies. 
Accreditation establishes assurance of the quality of test data and provides discipline and 
a sense of professionalism that is internationally accepted.  This minimizes duplication of 
re-testing and re-certification reduces cost and eliminates non-tariff barriers to trade and 
market access delays.  

Mutual recognition of accreditation and certification systems facilitates access to 
international markets; provides the technical underpinning to international trade by 
promoting cross-border stakeholder confidence and acceptance of accredited test data 
ŀƴŘ ŎŜǊǘƛŦƛŜŘ ǊŜǎǳƭǘǎΦ ¢ƘŜ ǇǊŜǎŜƴǘ ƛƴǘŜǊƴŀǘƛƻƴŀƭ ŎƻƴŎŜǇǘ ŀƴŘ Ǝƻŀƭ ƛǎ ά/ŜǊǘƛŦƛŜŘ hƴŎŜΣ 
!ŎŎŜǇǘŜŘ 9ǾŜǊȅǿƘŜǊŜέΦ ¢Ƙƛǎ ƛǎ ƳŀŘŜ ǇƻǎǎƛōƭŜ ǘƘǊƻǳƎƘ ŀ ƴŜǘǿƻǊƪ ƻŦ Ƴǳǘǳŀƭ ǊŜŎƻƎƴƛǘƛƻƴ 
arrangements (MRA or MLA) among international accreditation bodies.  

 

 

 

 

There are presently 162 members of the WTO and some 22 countries that have formally 
stated their intention to accede to the World Trade Organization. In doing so, they have 
ŎƻƳƳƛǘǘŜŘ ǘƻ ŎƻƳǇƭȅƛƴƎ ǿƛǘƘ ǘƘŜ ²¢hΩǎΣ ¢ŜŎƘƴƛŎŀƭ .ŀǊǊƛŜǊǎ ǘƻ ¢ǊŀŘŜ !ƎǊŜŜƳŜƴǘ ŀƴŘ ǘƘŜ 
Agreement on Sanitary and Phytosanitary Measures.  Compliance to these two 
agreemŜƴǘǎ ƛǎ ƳŀƴŘŀǘƻǊȅ ŀǎ ǿŜƭƭ ŀǎ ǘƘŜ ŀŎŎŜǇǘŀƴŎŜ ƻŦ ǘƘŜ ²¢hκL{h ά/ƻŘŜ ƻŦ DƻƻŘ 
tǊŀŎǘƛŎŜέ ό!bb9· о ƻŦ ǘƘŜ ¢.¢ !ƎǊŜŜƳŜƴǘύ which establishes the principles for the 
preparation, adoption, and application of standards.  

National Standardizing bodies that have accepted or withdrawn from this Code shall 
notify this fact to the ISO/IEC Information Centre in Geneva. The notification shall include 
the name and address of the body concerned and the scope of its current and expected 
standardization activities.  
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A NATIONAL QUALITY INFRASTRUCTURE  
All Countries Need a National Quality Infrastructure In order to realize the benefits that 
will be gained from being a member of the WTO, compliance to the WTO TBT and SPS 
Agreements are necessary. A National Quality infrastructure is the first step in achieving 
compliance. 

What is a National quality Infrastructure? 
A NQI is the institutional framework that establishes and implements standardization, 
testing and certification, metrology, and accreditation. While there are several 
approaches to establishing an NQI, there is no one best model or international best 
practice. A national quality infrastructure is essential for reducing technical barriers to 
trade. It is thus the key to the greater integration into the international trading system. 
Bilateral and multilateral free trade agreements make more and more reference to 
recognized technical competence through equivalent quality structures. The TBT 
Agreement states clearly that Central Governments Bodies shall ensure acceptance of 
conformity assessment procedures based on adequate technical competence and 
verified compliance through accreditation. This requirement cannot be fulfilled without 
having an internationally recognized quality infrastructure in place.  

The NQI concept is being largely driven by the WTO and regional organizations such as 
ASEAN. The WTO TBT Agreement and ASEAN Agreement requires that technical 
regulations avoid unnecessary obstacles to trade, which requires a balance between 
mandatory technical regulations and voluntary standards.  

The Main Components of a Quality Infrastructure 

 

Metrology, standards and conformity assessment are three separate but interdependent 
ŀƴŘ ƛƴǘŜǊƭƛƴƪŜŘ άǇƛƭƭŀǊǎέ ƻŦ ƪƴƻǿƭŜŘƎŜ ŀƴŘ ŀǊŜ ŜǎǎŜƴǘƛŀƭ ǘƻ ŘŜǾŜƭƻǇ ŀ ǉǳŀƭƛǘȅ 
infrastructure that enables sustainable development that can lead to full participation in 
international trade and to satisfy the technical requirements of the multilateral trading 
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METROLOGY 

Metrology is the science of measurement and includes 
the functions required to ensure internationally 
recognized traceability of measurement and calibration 
of measuring instruments. Metrology can be classified 
as follows: 

¶ Scientific metrology 

¶ Legal metrology 

¶ Industrial metrology 

STANDARDIZATION 
Standardization includes the development and 
publication of a formal document issued by a 
recognized body, developed by consensus and contains 
the requirements that a product, process or service 
should comply with. Standards are used as the basis for 

creating technical regulations.  

CONFORMITY 
 ASSESSMENT 

Conformity assessment is the internationally recognized 
procedure for demonstrating that specific requirements 
relating to a product, process, system person or body 
are fulfilled, thus determining compliance with the 
requirements as defined in technical regulations and 
standards. The following are conformity assessment 
activities: 

¶ Inspection 

¶ Market surveillance  

¶ Testing 

¶ Product  & system certification 

¶ Calibration 

¶ Accreditation      

ACCREDITATION 
Accreditation is the internationally recognized 
conformity assessment activity, by which an 
authoritative body provides formal recognition that a 
body or person is competent to carry out a specific task. 
This is generally carried out by an independent third 
party. 

system. When considering the role, structure, and functions of the National Standards 

and Metrology institute it is essential to understand how these three pillars fit together.  

These activities provide a vital link to global trade, market access and export 
competitiveness as they contribute to consumer confidence in product safety, quality, 
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health and the environment. Metrology, standards, accreditation and conformity 
assessment are vital to products and product processes; although consumers are not 
always aware of it.  

To improve export potential, producers must meet the requirements of the target 
markets in terms of quality, safety, reliability, environmental compatibility and hygiene 
and they must be able to provide credible proof of this. This is even truer for agricultural 
products. A prerequisite is the existence of a quality infrastructure that meets 
international standards and that monitors the production chains and furnishes the proof 
required. If this infrastructure is not in place or if it is underdeveloped, the lack of 
acceptable proof such as a product certification report issued without citing the 
international standard of conformity assessment that used to determine conformance 
can constitute a technical barrier to trade.  

DEVELOPING A NATIONAL QUALITY STRATEGY 
ALL COUNTRIES NEED AN ADEQUATE NATIONAL QUALITY INFRASTRUCTURE 

Source: Physikalisch-Technische Bundesanstalt (PTB). 

In order to realize the benefits that will be gained from being a member of the WTO, 
compliance to the WTO TBT and SPS Agreements is required. To meet these conditions, a 
NQI system must be in place in order to comply adequately with these Agreements. In 
many developing countries and transitional economies, the national metrology and 
standards institutes were and are in many cases providers of all NQI services. The 
emphasis was and in many cases still is on control and supervision. These organizations 
are regulatory and enforcement bodies. This situation creates a series of conflicts of 
interest and creates unnecessary barriers to trade.  

Experience suggests that there is a logical path for developing a NQI. The best start is 
that the government develops and approves a quality policy providing details of the 
quality infrastructure components and their relevant responsibilities. This would 
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facilitate a proper division of work. The quality policy should also detail the relationship 
of the quality infrastructure with ǘƘŜ ŎƻǳƴǘǊȅΩǎ ǘŜŎƘƴƛŎŀƭ ǊŜƎǳƭŀǘƛƻƴǎ.  

The Governmental Role in building a successful National Quality infrastructure 

The program should consist of a set of parallel paths describing the technical and 

regulatory aspects. 

1. Technical 
To Develop and implement a unified national quality infrastructure that strengthens 
and aligns the technological base of the national metrology, standards, and 
conformity assessment organizations to a level that will be accepted by the 
international MAS-Q community.   

2. Legal and Regulatory 
  There are several constraints to the successful NQI program, including overly 

restrictive legal and regulatory issues, conflicts of interest, political interference and 
lack of harmonization with international best practice. The legal framework should 
establish transparent, independent institutions within a national structure that can 
work with international/regional organizations such as the WTO and ASEAN. The 
GƻǾŜǊƴƳŜƴǘΩǎ ōŀǎƛŎ ǊƻƭŜ ƛƴ ŘŜǾŜƭƻǇƛƴƎ ŀƴŘ ƛƳǇƭŜƳŜƴǘƛƴƎ ŀ bŀǘƛƻƴŀƭ vǳŀƭƛǘȅ 
Infrastructure should include: 

 In the Area of Standardization: To support the development and growth of a market 
driven system based on a harmonized, voluntary consensus standards for products, 
processes, and services.  

In the Area of Scientific Metrology: To realize, maintain and disseminate the national    
measurement units that are traceable to the International System. (SI) 

In the Area of Legal Metrology: To develop and implement a weights and measures 
program in order to ensure, in a regulatory  manner, the appropriate quality and 
credibility of measurements related to official controls, trade, health, safety and the 
environment 

In the Area of Conformity Assessment: To ensure that conformity assessment bodies are 
competent, impartial and work with integrity and that they are accredited in accordance 
with international standards and best practice. 

In the Area of Accreditation: To provide technical and financial support for the 
development of an accreditation system that is based on international requirements.  

In the Area of Mutual Recognition:  To enter into international and regional mutual 
recognition agreements with trading partners and international standards, metrology 
and accreditation bodies. 

In the Area of Technical Regulations: To use international standards as the basis for 
developing technical regulations and to ensure that technical regulations promote trade 
by not including unnecessary barriers to trade without compromising public health, 
safety, and the environment.    

In the Area of Infrastructure Development: To ensure that adequate technical and 
financial resources are available for the implementation of a sound and internationally 
compliant National Quality Infrastructure.     
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SECTION 1. TECHNICAL BARRIERS TO TRADE 

Understanding the TBT Agreement 
The World Trade Organization (WTO) is the international 
organization dealing with the rules of trade between 
nations. Its main function is to ensure that trade flows as 

smoothly, predictably and freely as possible. At the heart of the WTO are its Agreements, 
negotiated and signed by the bulk of the worldΩs trading partners. These Agreements 
provide the legal ground rules for international trade. They are essentially contracts, 
binding governments to keep their trade policies within agreed limits. 

The WTO was established in 1994 as the result of the Uruguay Round of trade talks with 
the goal:  
To promote world trade by: 

¶ Improving the GATT rules for trade in goods; 

¶ Bringing the trade in services under international discipline;  

¶ Adopting uniform international standards for the protection of intellectual 
property rights. 

To promote trade in goods by:  

¶ Removing unnecessary technical barriers to trade; 

¶ Bring trade in textiles and clothing under GATT rules 

From the Tokyo Round, the Standards Code to the WTO TBT Agreement  
The provisions of the GATT 1947 contained only a general reference to technical 
regulations and standards in Articles III, XI and XX. A GATT working group, set up to 
evaluate the impact of non-tariff barriers in international trade, concluded that technical 
barriers were the largest category of non-tariff measures faced by exporters. After years 
of negotiations at the end of the Tokyo Round in 1979, 32 GATT Contracting Parties 
signed the Agreement on Technical Barriers to Trade (TBT). The Standards Code, as the 
Agreement was called, laid down the rules for preparation, adoption and application of 
technical regulations, standards and conformity assessment procedures. The new WTO 
Agreement on Technical Barriers to Trade, or TBT Agreement, has strengthened and 
clarified the provisions of the Tokyo Round Standards Code. The TBT Agreement, 
negotiated during the Uruguay Round is an integral part of the WTO Agreement.  

The Agreement on Technical Barriers to Trade is one of the 29 individual legal texts of 
the WTO Agreement. It obliges Members to ensure that technical 
regulations, voluntary standards, and conformity assessment procedures 
do not create unnecessary obstacles to trade. Although it is difficult to 
give a precise estimate of the impact on international trade of the need 
to comply with different foreign technical regulations and standards, it 
certainly involves significant costs for producers and exporters.  

In general, these costs arise from the translation of foreign regulations, hiring of 
technical experts to explain foreign regulations, and adjustment of production facilities 
to comply with the requirements. In addition, there is the need to prove that the 
exported product meets the foreign regulations. 

 The high costs involved may discourage manufacturers from trying to market their 
products abroad. In the absence of international disciplines, a risk exists that technical 

http://www.wto.org/english/docs_e/legal_e/final_e.htm
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regulations and standards could be adopted and applied solely to protect domestic 
industries.  

As the major world trade facilitation body, the WTO emphasizes through its various     
ŀƎǊŜŜƳŜƴǘǎ ǘƘŜ ƛƳǇƻǊǘŀƴŎŜ ƻŦ ŜƴǎǳǊƛƴƎ ǘƘŀǘ ŎƻǳƴǘǊƛŜǎΩ ǊŜƎǳƭŀǘƛƻƴǎ Řƻ ƴƻǘ ŎǊŜŀǘŜ 
unnecessary barriers to international trade. Despite its emphasis on ensuring that no 
unnecessary barrier to trade be created through technical regulations, the TBT Agreement 
recognizes that countries have the right to establish an adequate level of protection for 
human, animal, or plant life, or the protection of health and the environment. The 
substantive provisions under the Agreement can be grouped into four sometimes-
interrelated areas.  

These groups of obligations are summarized below: 

¶ Granting treatment to imports of a country that is not less favorable than that 
granted to local production (national treatment) or to imports of another country 
(most favored nation status); 

¶ Encouragement of members to rely on international standards : 

¶ Transparency in the development, application, and implementation of standards 
and technical regulations; and 

¶ Procedural requirements related to notification to the WTO of TBT-related matters  

The Code of Good Practice (Annex 3) of the TBT Agreement extends these principles to 
standards.  

 So Why the TBT Agreement? 
In recent years, the number of technical regulations and standards adopted by countries 
has grown significantly. Increased regulatory policy can be seen as the result of higher 
standards of living worldwide, which have boosted consumers' demand for safe and 
high-quality products, and of growing problems of water, air and soil pollution which 
have encouraged modern societies to explore environmentally-friendly products. 

Countries sometimes try to protect domestic industries while requiring open trade for 
their exports. The TBT Agreement aims to prevent this practice and incorporates the 
following: 

Basic rules: 

¶ Equal treatment for domestic and foreign  products 

¶ Regulations may not limit trade unnecessarily 

¶ Import ban with no scientific evidence. Members shall ensure that technical 
regulations are applied only to the extent to protect human, animal or plant life 
or health and is based on scientific principles 

¶ Import ban imposed on goods by a given process. Members shall specify technical 
regulations based on product requirements in terms of performance rather than 
design or descriptive characteristics 

¶ Import ban based on a technically meaningless standard where technical 
regulations are required and relevant international standards exist, members 
shall use them. 
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¶ Import ban by means of a packaging/labeling regulation. Members shall ensure 
the technical regulations are not prepared, adopted, or applied with a view to or 
with the effect of creating unnecessary obstacles to international trade.  

Technical Regulations, Standards and the TBT Agreement  
Technical regulations and standards set out specific characteristics of a product, such as 
its size, shape, design, functions and performance, or the way it is labeled or packaged 
before it is put on sale. In certain cases, the way a product is produced can affect these 
characteristics, and it may then prove more appropriate to draft technical regulations 
and standards in terms of a product's process and production methods rather than its 
characteristics per se. The TBT Agreement makes allowance for both approaches in the 
way it defines technical regulations and standards (Annex 1). 

Note: The TBT Agreement states that if technical regulations are required and relevant 
international standards exist or their publication is imminent, then Members shall use 
them as a basis for their technical regulations. 

Conformity Assessment Procedures  
Conformity assessment procedures are technical procedures, such as testing, 
verification, inspection, accreditation, and certification, which confirm that products 
fulfill the requirements laid down in regulations and standards. Generally, exporters bear 
the cost, if any, of these procedures. Non-transparent and discriminatory conformity 
assessment procedures can become effective protectionist tools.  

Divergent Regulations τ costs for exporters - Loss of Economies of Scale  
If a firm must adjust its production facilities to comply with diverse technical 
requirements in individual markets, production costs per unit are likely to increase. This 
imposes handicap particularly on small and medium enterprises. 

Conformity Assessment Costs  
Compliance with technical regulations generally needs to be confirmed. This may be 
done through testing, certification or inspection by laboratories or certification bodies, 
usually at the company's expense. 

Information Costs 
These include the costs of evaluating the technical impact of foreign regulations, 
translating, and disseminating product information, training of experts, etc. 

Surprise Costs 
Exporters are normally at a disadvantage i.e.: domestic firms, in terms of adjustments 
costs, if confronted with new regulations. 

The TBT Agreement ς Main Structure and Content 

The TBT Agreement is made up of four sections  

The main Section contains 15 separate articles:  

V General Provisions 

V Preparation, Adoption and Application of Technical Regulations  

V Preparation, Adoption and Application of Standards 

V Procedures for Assessment of Conformity 

V Recognition of Conformity Assessment   

V International and Regional Conformity Assessment Systems 
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Three Annexes follow this: 
V Annex 1:  Terms and their Definitions for the Purpose of this Agreement  

V Annex 2:  Technical Expert Groups 

V Annex 3: The Code of Good Practice for the Preparation, Adoption and   

Application of Standards 

General Principles 

The TBT agreement contains two (2) basic principles: 

Basic Principle 1: Equal treatment for domestic and foreign products from ƳŜƳōŜǊΩǎ 
countries. This is the most fundamental principle of free trade  

Basic Principle 2: Regulations and measures may not limit trade unnecessarily.  

The TBT Agreement recognizes that sometimes a barrier to trade may be necessary; but 
every attempt should be made to limit such barriers both in extent and in duration. 

What are the Sources of Technical Barriers to Trade?  
Differences in standards and Technical Regulations from one country to another can be 
used as Technical Barriers to Trade. 

 

 
 
T.¢Ωǎ generally result from the preparation, adoption, and application of different 
technical regulations and conformity assessment procedures. If a producer in country A 
wants to export to country B, the producer will be obliged to satisfy the technical 
requirements that apply in country B, with all the financial consequences this entails. 
Differences between one country and another in technical regulations and conformity 
assessment procedures may have legitimate origins such as differences in local tastes or 
levels of income, as well as geographical or other factors. For example, countries with 
areas prone to earthquakes might have stricter requirements for building construction 
materials; others, facing serious air-pollution problems might want to impose lower 
tolerable levels of automobile emissions, there are also dietary issues. 

TBT Provisions on Technical Regulations 
The TBT Agreement establishes the rules for the Creation, Publication, and Enforcement 
of Technical Regulations.  

The TBT Agreement takes into account the existence of legitimate divergences of 
preference, income, geographical and other factors between countries. For these 
reasons, the Agreement accords to Members a high degree of flexibility in the 
preparation, adoption and application of their national technical regulations. The 
Preamble to the Agreement states άƴƻ ŎƻǳƴǘǊȅ ǎƘƻǳƭŘ ōŜ ǇǊŜǾŜƴǘŜŘ ŦǊƻƳ ǘŀƪƛƴƎ 
measures necessary to ensure the quality of its exports, or for the protection of human, 
animal, and plant life or health, of the environment, or for the prevention of deceptive 
practices, at the levels it consiŘŜǊǎ ŀǇǇǊƻǇǊƛŀǘŜέΦ IƻǿŜǾŜǊΣ aŜƳōŜǊǎϥ ǊŜƎǳƭŀǘƻǊȅ 
ŦƭŜȄƛōƛƭƛǘȅ ƛǎ ƭƛƳƛǘŜŘ ōȅ ǘƘŜ ǊŜǉǳƛǊŜƳŜƴǘ ǘƘŀǘ ǘŜŎƘƴƛŎŀƭ ǊŜƎǳƭŀǘƛƻƴǎ άŀǊŜ ƴƻǘ ǇǊŜǇŀǊŜŘΣ 
adopted, or applied with a view to, or with the effect of, creating unnecessary obstacles 
ǘƻ ǘǊŀŘŜέΦ (TBT Article 2.2). 
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Avoidance of Unnecessary Obstacles to Trade 
For a government, avoiding unnecessary obstacles to trade means that when it is 
preparing a technical regulation to achieve a certain policy objective - whether 
protection of human health, safety, the environment, etc. - the negotiations shall not be 
more trade-restrictive than necessary to fulfill the legitimate objective. According to the 
TBT Agreement, specifying, whenever appropriate, product regulations in terms of 
performance rather than design or descriptive characteristics will also help in avoiding 
unnecessary obstacles to international trade (See Article 2.8). For example, a technical 
regulation on fire-resistant doors should require that the door successfully pass all the 
necessary tests on fire resistance. Thus it could specify, άThe door must be fire resistant 
with a 30-ƳƛƴǳǘŜ ōǳǊƴ ǘƘǊƻǳƎƘ ǘƛƳŜέΤ ƛǘ ǎƘƻǳƭŘ ƴƻǘ ǎǇŜŎƛŦȅ Ƙƻǿ ǘƘŜ ǇǊƻŘǳŎǘ Ƴǳǎǘ ōŜ 
ƳŀŘŜΣ ŜΦƎΦΣ ǘƘŀǘ άǘƘŜ ŘƻƻǊ Ƴǳǎǘ ōŜ ƳŀŘŜ ƻŦ ǎǘŜŜƭΣ ƻƴŜ ƛƴŎƘ ǘƘƛŎƪέΦ  

When is a Technical Regulation an Unnecessary Obstacle to Trade? 
Unnecessary obstacles to trade can result when a regulation is more restrictive than 
necessary to achieve a given policy objective, or when it does not fulfill a legitimate 
objective. A regulation is more restrictive than necessary when the objective pursued can 
be achieved through alternative measures, which have less trade-restricting effects, 
taking account of the risks non-fulfillment of the objective would create. Elements that 
Members can use for risk assessment are available technical and scientific information, 
technology, or end-uses of the products. Article 2.2 of the Agreement specifies that 
legitimate objectives include national security requirements, prevention of deceptive 
practices, protection of human health or safety, protection of animal and plant life or 
health, or the environment. 

Some countries have formed a National Commission or Committee for the Preparation, 
Adoption and Application of Technical Regulations, here is one example. 

TBT Provisions on Conformity Assessment Procedures  
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The obligation to avoid unnecessary obstacles to trade applies also to conformity 
assessment procedures. An unnecessary obstacle to trade could result from stricter or 
more time-consuming procedures than are necessary to assess that a product complies 
with the domestic laws and regulations of the importing country. For instance, 
information requirements should be no greater than needed, and the setting of facilities 
to carry out conformity assessment, and the selection of samples should not create 
unnecessary inconvenience to the agents  

Non-discrimination and National Treatment   - Technical Regulations  
Like many other WTO Agreements, the TBT Agreement includes Most Favored Nation 
(MFN) and National Treatment obligations (NT). Article 2.1 of the Agreement states that 
άƛƴ ǊŜǎǇŜŎǘ ƻŦ ǘƘŜƛǊ ǘŜŎƘƴƛŎŀƭ ǊŜƎǳƭŀǘƛƻƴǎΣ ǇǊƻŘǳŎǘǎ ƛƳǇƻǊǘŜŘ ŦǊƻƳ ǘƘŜ ǘŜǊǊƛǘƻǊȅ ƻŦ ŀƴȅ 
Member be accorded treatment no less favorable than that accorded to like products of 
national origin and to like products orƛƎƛƴŀǘƛƴƎ ƛƴ ŀƴȅ ƻǘƘŜǊ ŎƻǳƴǘǊȅέΦ 

Conformity Assessment Procedures 
The MFN and national treatment provisions also apply to conformity assessment 
procedures. Procedures for conformity assessment shall be applied to products imported 
ŦǊƻƳ ƻǘƘŜǊ ²¢h aŜƳōŜǊǎ άƛn a manner no less favorable then that accorded to like 
ǇǊƻŘǳŎǘǎ ƻŦ ƴŀǘƛƻƴŀƭ ƻǊƛƎƛƴ ŀƴŘ ǘƻ ƭƛƪŜ ǇǊƻŘǳŎǘǎ ƻǊƛƎƛƴŀǘƛƴƎ ƛƴ ŀƴȅ ƻǘƘŜǊ ŎƻǳƴǘǊȅέ όSee 
Article 5.1.1). This means that imported products must be treated equally with respect to 
any fees charged to assess their conformity with regulations. Similarly, Members must 
respect the confidentiality of information about the results of conformity assessment 
procedures for imported products in the same way as for domestic products so that 
commercial interests are protected.  

Harmonization - Producers' Benefits 
The arguments for harmonization of technical regulations and standards are well known. 
Interoperability is necessary for the connection and compatibility of parts of products, 
i.e. telecommunications equipment or car parts. Lack of technical compatibility might 
otherwise generate barriers to international trade. For example, television sets suitable 
for the US market could not be sold in Europe due to divergences in color broadcasting 
formats (NTSC vs. PAL or SECAM). The costs of designing, manufacturing, the same 
product in various configurations may be high. 

Consumers' Benefits 
Technical harmonization may increase consumer welfare. Within a harmonized 
regulatory environment, competition ensures that consumers have a wide and 
economically attractive choice of products. This presupposes, however, that harmonized 
standards do not go beyond fulfilling their legitimate regulatory objective, i.e. that they 
do not stifle innovation or otherwise discourage producers from introducing new 
products or product variants. 

 Harmonization and Key International Organizations for Harmonization  
For many years, technical experts have worked towards the international harmonization 
of standards. The TBT Agreement encourages Members to use existing international 
standards for the basis of ǘƘŜƛǊ ƴŀǘƛƻƴŀƭ ǊŜƎǳƭŀǘƛƻƴǎΣ ƻǊ ŦƻǊ ǇŀǊǘǎ ƻŦ ǘƘŜƳΣ ǳƴƭŜǎǎ άǘƘŜƛǊ 
use would be ineffective or iƴŀǇǇǊƻǇǊƛŀǘŜέ ǘƻ fulfill a given policy objective. This may be 
the case, ŦƻǊ ŜȄŀƳǇƭŜΣ άōŜŎŀǳǎŜ ƻŦ ŦǳƴŘŀƳŜƴǘŀƭ ŎƭƛƳŀǘƛŎ ŀƴŘ ƎŜƻƎǊŀǇƘƛŎŀƭ ŦŀŎǘƻǊǎ ƻǊ 
ŦǳƴŘŀƳŜƴǘŀƭ ǘŜŎƘƴƻƭƻƎƛŎŀƭ ǇǊƻōƭŜƳǎέ όSee Article 2.4 of the TBT Agreement).  
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As explained previously, technical regulations in accordance with relevant international 
standards are rebuttable ǇǊŜǎǳƳŜŘ άƴƻǘ ǘƻ ŎǊŜŀǘŜ ŀƴ ǳƴƴŜŎŜǎǎŀǊȅ ƻōǎǘŀŎƭŜ ǘƻ 
ƛƴǘŜǊƴŀǘƛƻƴŀƭ ǘǊŀŘŜέΦ {ƛƳƛƭŀǊ ǇǊƻǾƛǎƛƻƴǎ ŀǇǇƭȅ ǘƻ ŎƻƴŦƻǊƳƛǘȅ ŀǎǎŜǎǎƳŜƴǘ ǇǊƻŎŜŘǳǊŜǎΥ 
international guides or recommendations issued by international standardizing bodies, or 
the relevant parts of them, are to be used for national procedures for conformity 
ŀǎǎŜǎǎƳŜƴǘ ǳƴƭŜǎǎ ǘƘŜȅ ŀǊŜ άƛƴŀǇǇǊƻǇǊƛŀǘŜ ŦƻǊ ǘƘŜ aŜƳōŜǊǎ ŎƻƴŎŜǊƴŜŘ ŦƻǊΣ ƛƴǘŜǊ ŀƭƛŀΣ 
such reasons as national security requirements, prevention of deceptive practices, 
protection of human health or safety, animal or plant life or health, or protection of the 
environment; fundamental climatic or other geographical factors; fundamental 
technological or infrastructural problems.έ 

Participation in International Standardizing Bodies 
Widespread participation in international standardizing organizations can ensure that 
international standards reflect country-specific production and trade interests. The TBT 
Agreement encourages Members to participate, within the limits of their resources, in 
the work of international bodies for the preparation of standards (See TBT Article 2.6) 
and guides or recommendations for conformity assessment procedures (See TBT 
Article 5.5). 

Special and Differential Treatment 
Implementing and enforcing international standards may require technical and financial 
resources beyond the capabilities of developing countries. The TBT Agreement eases the 
impact of certain provisions whose full application would not be compatible with 
developing country Members' development, financial and trade needs. Moreover, in 
view of their particular technological and socio-economic conditions, developing country 
Members may adopt technical regulations, standards or test methods aimed at 
preserving indigenous technologies and production methods and processes compatible 
with their development needs. Finally, developing country Members may request 
international standardizing bodies to examine the possibility of, and if practicable, 
prepare international standards for products of special trade interest to them. 

What is Equivalence? 
The process leading to the preparation of an international standard can be lengthy and 
costly. Reaching consensus on technical details can take several years. The time gap 
between the adoption of an international standard and its implementation by national 
regulators can also be significant. For these reasons, negotiators introduced in the TBT 
Agreement a complementary approach to technical harmonization, known as 
equivalence. Technical barriers to international trade could be eliminated if Members 
accept that technical regulations different from their own fulfill the same policy 
objectives even if through different means. This approach, based on the European 
/ƻƳƳǳƴƛǘȅΩǎ 1985 άnew ŀǇǇǊƻŀŎƘέ ǘƻ ǎǘŀƴŘŀǊŘƛȊŀǘƛƻƴ ŀƴŘ ǊŜƎǳƭŀǘƻǊǎΦ 

How Does Equivalence Work?  
Let us assume that country A, wishing to protect its environment from high automotive 
emission levels, requires that automobiles be equipped with a catalytic converter. In 
country B, the same objective is achieved through the use of diesel engines in motor 
vehicles. Since environmental concerns are identical in the two countries τ to reduce 
the levels of pollutants in the air τ A and B can agree that their technical regulations are 
essentially equivalent. Thus, if automotive manufacturers in country A want to export to 
B, they will not be obliged to satisfy country B's requirement to fit diesel engines, and 
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vice versa. This will eliminate the costs of adjusting production facilities to fulfill foreign 
regulations. 

Mutual Recognition, Costs of Multiple Testing  
As explained previously, demonstrating compliance with technical regulations may 
impede international trade. In particular, if products are to be exported to multiple 
markets, multiple testing may be required. 

 Manufacturers can have difficulties in securing approval for their products on foreign 
markets, for instance because testing experts disagrees on optimal testing procedures, 
from bureaucratic inertia, or even from manipulation of the testing process by 
protectionist groups. Whatever the reason might be, such diversity of procedures and 
methods significantly increases the costs of producers who sell in multiple markets. 

What is Mutual Recognition of Conformity Assessment Procedures? 
One of the main difficulties exporters face is the costly redundant testing or certification. 
These costs would be drastically reduced if a product could be tested once and the 
testing/certification results be accepted in all markets. This is made possible through a 
growing network of mutual recognition arrangements (MRAs) among regulators and 
international accreditation bodies.  

How Does Mutual Recognition Work?  
In practice, countries, or accreditation bodies would agree to accept the results of one 
another's conformity assessment procedures, although these procedures might differ. 
This minimizes duplication of re-testing and re-certification reduces cost and eliminates 
non-tariff barriers to trade and market access delays.  

Mutual Recognition and the TBT Agreement   
Article 6.3 of the TBT Agreement strongly encourages WTO Members to enter into 
negotiations with other Members for the mutual acceptance of conformity assessment 
results. The presence of a high degree of confidence in testing and certification bodies is, 
in fact, a prerequisite for the good functioning of an MRA. Article 6.1 of the TBT 
Agreement points out that compliance by conformity assessment bodies with relevant 
guides or recommendations issued by international standardizing bodies can be regarded 
as an indication of adequate technical competence. 

Transparency - Notifications   -The WTO Notification System 
Under the TBT Agreement, each member of the WTO has obligations relating to 
άǘǊŀƴǎǇŀǊŜƴŎȅέΦ Lƴ essence, the word transparency in the context of the WTO is used to 
signify one of the fundamental principles of its agreements: the aim to achieve a greater 
degree of clarity, predictability and information about trade policies, rules and 
regulations of Members. The WTO defines transparency as the ά5ŜƎǊŜŜ ǘƻ ǿƘƛŎƘ ǘǊŀŘŜ 
policies and practices, and the process by which they are established, are open and 
predictableέ  

The Agreement on Technical Barriers to Trade contains several provisions related to 
transparency. For example, it stipulates that Members shall notify other WTO Members 
of their draft technical regulations and conformity assessment procedures and allow a 
reasonable time to make comments on them. It also provides that Members shall publish 
their TBT measures. It contains obligations related to the establishment and operation of 
TBT Enquiry Points. In addition, standardizing bodies have to notify their acceptance of 
the Code of Good Practice.  
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Transparency can be looked at as the process whereby the creation, terms, and 
application of technical regulations, standards, measures and conformity assessment 
procedures are made public, and opportunities are provided for the public (including 
other Members) to comment on proposed technical regulations, measures, standards 
and conformity assessment procedures. 

Members must notify when two conditions apply:  

(1) whenever a relevant international standard or guide or recommendation does 
not exist, or the technical content of a proposed or adopted technical regulation 
or procedure is not in accordance with the technical content of relevant 
international standards or guides of recommendations; and 

(2) If the technical regulation or conformity assessment procedure may have a 
significant effect on the trade of other Members (Articles 2.9 and 5.6). Draft 
regulations should be notified to the WTO Secretariat, if possible sixty days prior 
to their formal adoption to allow time for other Members to make comments. 
Regulations can also be notified ex-post whenever urgent problems of safety, 
health, environment protection arise (Articles 2.10 and 5.7). Local Governments 
at the level directly below central government are required to notify technical 
regulations and conformity assessment procedures which have not been 
previously notified by their central government authorities (Article 3.2 and 7.2). 

As a complement to the obligation to notify, each WTO Member must set up a national 
enquiry point. This acts as a focal point where other WTO Members can request, obtain 
information and documentation on a Member's technical regulations, standards and test 
procedures, whether impending or adopted, as well as on participation in bilateral or 
multilateral standard-related agreements, regional standardizing bodies and conformity 
assessment systems (TBT- Article 10). 

Statements on the Implementation and Administration of the Agreement  
Each WTO Member must, promptly after the Agreement enters into force, notify 
Members of the measures in existence or taken to ensure the implementation and 
administration of the Agreement and of any subsequent changes to them (Article 15.2). 
This written statement has to include, inter alia, all relevant laws, regulations, 
administrative orders, etc., to ensure that the provisions of the Agreement are applied; 
the names of the publications where draft and final technical regulations, standards and 
conformity assessment procedures are published; the expected length of time for the 
comments presentation of written on technical regulations, standards or conformity 
assessment procedures; and the name and address of the enquiry points established 
under Article 10. 

Bilateral or Multilateral Agreements  
Under Article 10.7, a Member who has reached an agreement with any other country or 
countries on issues related to technical regulations, standards or conformity assessment 
procedures, which may have a significant effect on trade, must notify other Members 
through the WTO Secretariat of the products to be covered by the agreement, and 
provide a brief description of the agreement. 

The Code of Good Practice  
The Code of Good Practice for the Preparation, Adoption and Application of Standards 
lays down disciplines in respect of central government, local government, non-
governmental and regional standardizing bodies developing voluntary standards. 
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       ISO/IEC Information Centre 

       International Organization for Standardization 

       Case postale 56 

       CH-1211 GENEVA 20 

       Switzerland 

 

 NOTIFI CATION  

 UNDER PARAGRAPH C OF THE WTO TBT CODE OF GOOD PRACTICE  

 (Notification of acceptance of the WTO TBT Code of Good Practice) 

 

 

Country (or regional arrangement): 

....................................................................................................... 

Name of standardizing body:  

.................................................................................................................. 

Address of standardizing body:  
.............................................................................................................. 

Telephone:  ....................................  Telefax: .......................................  Telex:  

......................................   

E-mail: ............................................................................................... 

Type of standardizing body: 
.................................................................................................................... 

Scope of current and expected standardization activities: 

................................................................... 

 

The above indicated standardizing body hereby notifies its acceptance of the Code of Good Practice 

for the Preparation, Adoption and Application of Standards presented in Annex 3 to the WTO 

Agreement on Technical Barriers to Trade. 

................................................................................................................................................................ 

(Name)(Signature)(Date) 

............................................................................................................................................................... 

(Title) 

 The Code is open for acceptance by any of these standardizing bodies. 
 Central government standardizing bodies must accept and comply with the provisions of 
the Code. A standardizing body wishing to adhere to, or withdraw from, the Code has to 
notify its acceptance of, or withdrawal from, the Code using the appropriate notification 
format (paragraph C of the Code).  

Standardizing bodies that have accepted the Code must notify at 
least twice a year the existence of their work program, and 
where details of this program can be obtained (paragraph J). 
Notifications have to be sent either directly to the ISO/IEC 
Information Centre in Geneva, or to the national member of 
ISO/IEC or, preferably, to the relevant national member or 
international affiliate of ISONET. 

Understanding The Code of Good Practice   -Why a Code of Good Practice?   
Governmental or non-governmental standardizing bodies can prepare product 
standards. The Code of Good Practice provides disciplines, including those related to 
transparency, for the preparation, adoption, and application of standards by central 
government, local government, non-governmental and regional standardizing bodies. 

Who Can Accept the Code? 
The Code is open for acceptance to any standardizing body, whether central 
government, local government, or non-governmental and regional standardizing bodies.  
¢ƘŜ άCode of Good Practiceέ states: where international standards exist or their 
completion is imminent, the standardizing body shall use them, or the relevant parts of 
them, as a basis for the standards it develops, except where such international standards 
or relevant parts would be ineffective or inappropriate, for instance, because of an 
insufficient level of protection or fundamental climatic or geographical factors or 
fundamental technological problems. 

 It also aims at the harmonization of standards, encouraging standardizing bodies to play 
as full a part as resources allow in the preparation of international standards by the 
relevant international body, including the ISO and Codex Alimentarius.  

Members of the TBT Agreement are responsible for the acceptance and compliance with 
the Code of Good Practice by their central government standardizing bodies. 
Furthermore, they are required to take such reasonable measures as may be available to 
them to ensure also that local government and non-governmental standardizing bodies 
within their territories, and regional standardizing bodies of which they are members, 
accept and comply with the Code. 

Enquiry Point and Notification Authority  
As a complement to the obligation to notify, each WTO Member must set up a national 
enquiry point and notification authority. This acts as a focal point where other WTO 
Members can request and obtain information and documentation on a Member's 
technical regulations, standards and test procedures, whether impending or adopted, as 
well as on participation in bilateral or multilateral standard-related agreements, regional 
standardizing bodies, and conformity assessment systems (See Article 10). Enquiry points 
are generally governmental agencies, but the relevant functions can also be assigned to 
private agencies. The obligation to set up enquiry points is particularly important for 
developing countries. On the one hand, it is the first step by a developing country 
Member towards implementation of the TBT Agreement. On the other, developing 
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countries can acquire information from other Members' enquiry points on foreign 
regulations and standards affecting products in which they have a trade interest. 

The Committee on Technical Barriers to Trade  
Finally, transparency is also ensured through the existence of a TBT Committee. This 
allows WTO Members the possibility of consulting on any matters relating to the 
operation of the Agreement or the furtherance of its objectives. The Committee holds on 
average two to three meetings a year and, if necessary, can establish working parties to 
carry out specific functions. 

Technical Assistance - Who Has the Right to Technical Assistance?  
Any Member, and especially developing country Members, can request technical 
assistance from other Members or from the WTO Secretariat, on terms and conditions to 
be agreed by the Members concerned (See Article 11). Requests for technical assistance 
received from least-developed Members have priority. 

What Type of Assistance? 
The coverage of technical assistance ranges from the preparation of technical regulations 
and the establishment of national standardizing bodies to the participation in 
international standardizing bodies and the steps to be taken by developing country 
Members to gain access to regional international conformity assessment systems. 
Technical assistance can help firms in developing country Members to manufacture 
products in accordance with the technical requirements existing in an importing country, 
thus ensuring that the products are accepted on the importing Member's market. 

The Agreement on the Application of Sanitary and Phytosanitary Measures  
Introduction to SPS measures 
The SPS Agreement entered into force with the establishment of the World Trade 
Organization on 1 January 1995. It concerns the application of food safety, animal, and 
plant health regulations. The Agreement sets out the basic rules for food safety, animal, 
and plant health standards.  It allows countries to set their own standards. However, it 
also says regulations must be based on science. They should be applied only to the 
extent necessary to protect human, animal or plant life or health. In addition, they 
should not arbitrarily or unjustifiably discriminate between countries where identical or 
similar conditions prevail.   

Member countries are encouraged to use international standards, guidelines and 
recommendations where they exist. However, members may use measures that result in 
higher standards if there is scientific justification. They can also set higher standards 
based on appropriate assessment of risks so long as the approach is consistent, not 
arbitrary.  The agreement still allows countries to use different standards and different 
methods of inspecting products.   

From TBT to SPS 
During the Uruguay Round, agricultural negotiations strove to lower barriers that 
countries used to protect their domestic markets. Some countries feared, however, that 
the elimination of agriculture-specific non-tariff measures and the tariff reductions 
would be circumvented by disguised protectionist measures in the form of sanitary or 
phytosanitary regulations. This concern provided a major driving force which led 
negotiators to create a separate Agreement on the Application of Sanitary and 
Phytosanitary Measures (the "SPS Agreement"), in parallel with the major agricultural 
trade negotiations. 



- 27 - 

 

The SPS and Agriculture Agreements are complementary. Both are in fact are serviced by 
the same Division. Although the TBT and SPS are complementary, they differ in their 
design.  
How do they differ? 
The SPS Agreement: Applies only to measures directly affecting health of humans, 
animals and plants; 

The TBT Agreement: Applies to every kind of measure for whatever purpose, including 
the protection of health. 

TBT and SPS: Why two Agreements? 
V Both the TBT and SPS Agreements aim at preventing unfair trade barriers. 

V A measure that limits trade can be seen as a TBT measure (with a general   goal) 
or an SPS measure with the specific goal of protecting health. 

V If the goal is general, then the measure is evaluated under the somewhat stricter, 
less discretionary rules of TBT. 

V Only measures specifically addressing a limited range of health problems will be 
evaluated under less rigorous SPS rules. 

V By splitting barriers to trade into these two categories, the WTO could achieve 
international consensus that non-health measures should be subject to high level 
of scrutiny; without this two-tier system, the level of scrutiny for all measures 
might have been at the lower level applied to health-protection measures.   

The SPS Agreement -Definitions 
V ά{ŀƴƛǘŀǊȅέ ƳŜŀƴǎ ŎƻƴŎŜǊƴƛƴƎ ƘŜŀƭǘƘ  
V άtƘȅǘƻǎŀƴƛǘŀǊȅέ ƳŜŀƴǎ ŎƻƴŎŜǊƴƛƴƎ ƘŜŀƭǘƘ ƻŦ Ǉƭŀƴǘǎ 
V ά{ŀƴƛǘŀǊȅ ŀƴŘ tƘȅǘƻǎŀƴƛǘŀǊȅ ƳŜŀǎǳǊŜǎέ ƳŜŀƴǎ όōǊƻŀŘƭȅύ any measure designed to 

protect: 

V Animals or plants from pest and disease; 
V Humans and animals from food-borne risks;   
V Humans from pests and from animal or plant borne disease 

The SPS Measures and Trade Barriers 
V SPS adopts the same basic approach as TBT 
V The main rules are: 
V SPS measures may not impose unfair restrictions on trade 
V Measures may not discriminate between domestic and non-domestic procedures 

or among members 
V Measures should be based on accepted international standards if they exist ς 

Codex Alimentarius 
V Publication must be prompt and access ςvia the enquire point ς  easy 
V Inspection procedures must be quick and fair. Domestic products should no 

advantage over imported products.  

The SPS Agreement typically deals with: 

V Additives in food or drink 
V Contaminants in food or drink 
V Poisonous substances in food or drink 
V Residues of veterinary drugs or pesticides in food or drink 
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V Certification: food safety, animal or plant health 
V Processing methods with implications for food safety 
V Labelling requirements directly related to food safety 
V Plant/animal quarantine 
V Declaring areas free from pests or disease 
V Preventing disease or pests spreading to a country 
V Other sanitary requirements for imports  

The TBT Agreement typically deals with: 

V Regulations for electrical appliances 
V Regulations for cordless phones, radio equipment etc. 
V Textiles and garments labelling 
V Testing vehicles and accessories 
V Regulations for ships and ship equipment 
V Safety regulations for toys 
V Labelling of food, drink and drugs 
V Quality requirements for fresh food 
V Packaging requirements for fresh food 
V Packaging and labelling for dangerous chemicals and toxic  substances 
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TBT REFERENCE INFORMATION VIA HYPERLINKS 

The following TBT related material may be downloaded free 
of charge via the Internet.  
From the World Trade Organization at www.wto.org 

Official TBT documents  
http://www.wto.org/english/tratop_e/tbt_e/tbt_e.htm  

o The  TBT Agreement   

o Technical explanation of WTO Agreement on Technical Barriers to Trade 

o Understanding the TBT Agreement τ a more technical explanation 
o National enquiry points by country in alphabetical order 
o Notifications of mutual recognition agreements 
o Notifications submitted by Members on technical regulations and   conformity 

assessment procedures 
o Notifications related to the Code of Good Practice for the Preparation, Adoption 

and Application of Standards  
o Annual lists of standardizing bodies that have accepted the Code of Good Practice 
o Working documents of the TBT Committee 
o What are Technical Barriers to Trade? 
o Sign up to receive TBT notifications by e-mail 
o Technical Assistance related to Technical Barriers to Trade 
o General documents of the TBT Agreement in relation to Technical Assistance 

Á Transparency provisions of the TBT Agreement 
Á Databases on TBT-related technical assistance 
Á The TBT Committee 
Á Harmonization 
Á Transparency 

o TBT Work shop presentations 
Á Workshop on Different Approaches to Conformity Assessment 
Á TBT workshop on supplier's declaration of conformity  
Á TBT Workshop on Statements on the Implementation and Administration 

of the Agreement under Article 15.2 
Á TBT Learning Event on Labeling 

Other free WTO publications 
o Future of the WTO 
o The World Trade Organization: understanding the WTO 
o GATS- Fact and Fiction 
o The WTO in Brief 
o 10 benefits of the WTO trading system 
o 10 common misunderstandings about the WTO 

 
 
 
 
 
 

https://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm
http://www.wto.org/english/docs_e/legal_e/ursum_e.htm#dAgreement
http://www.wto.org/english/tratop_e/tbt_e/tbt_info_e.htm
http://www.wto.org/english/tratop_e/tbt_e/tbt_enquiry_points_e.htm
http://www.wto.org/english/tratop_e/tbt_e/tbt_tech_link_e.htm
http://www.wto.org/english/tratop_e/tbt_e/tbt_committee_ludivine_e.ppt
http://www.wto.org/english/tratop_e/tbt_e/harmonization_ludivine_e.ppt
http://www.wto.org/english/tratop_e/tbt_e/tbt_transparency_e.ppt
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The WTO ς TBT Agreement ς A Power Point Presentation  
A slide presentation-training course, an introduction to the TBT 
Agreement and conformity assessment. To access this presentation, see 
the TBT folder on the Wafer Drive. 

 

 

 

 

From the International Organization for 
Standards (ISO) www.iso.org 

The following information is available free of 
charge via the Internet 

o The Agreement on Technical Barriers to Trade (TBT) 

o List of National Enquiry Points by country  

o The contribution of international standards and conformity assessment 

o Standardizing bodies having accepted the WTO TBT Code of Good 
Practice 

o Obtaining the WTO-TBT Standards Code 
Directory 

o The WTO Agreement on the Application of 
Sanitary and Phytosanitary Measures 

o The WTO General Agreement on Trade Services 
(GATS) 

o The WTO Committee on Trade and Environment (CTE) 
 

The International Trade Centre  
(ITC) for a slight fee. www.intracen.org 

 

Export Quality Management: An Answer Book for and Medium-Sized Exporters 

 

o International Trade Rules: An Answer Book on the WTO Agreements 

o Business Guide to the World Trading System 

o Export Quality Management Resource Material for Training Activities 

o Influencing and Meeting International Standards: Challenges for 
Developing Countries. 

o ISO 22000 Food Safety Management Systems : A easy to-use Checklist 
for Small business 

o Trade in Information Technology Products and the WTO Agreements: 
Manual for Procedures and Guidance Notes for the Implementation of 
the WTO Technical Barriers to Trade. 

file:///C:/Documents and Settings/Ed Nemeroff.TOSHIBA-USER/My Documents/Ed's Work Files/Vietnam/Handbook/Book/Complete book/Handbook reference documents/WTO -TBT reference documents/TBT Vietnam presentation training.pdf
http://www.iso.org/
http://www.standardsinfo.net/info/livelink/fetch/2000/148478/6301438/inttrade.html#2
http://www.wto.org/english/tratop_e/tbt_e/tbt_enquiry_points_e.htm
http://www.standardsinfo.net/info/livelink/fetch/2000/148478/6301438/inttrade.html#4
http://www.standardsinfo.net/info/livelink/fetch/2000/148478/6301438/inttrade.html#4
http://www.intracen.org/
http://www.intracen.org/eshop/f_e_IP_Title.Asp?ID=38308&LN=EN
http://www.intracen.org/eshop/f_e_IP_Title.Asp?ID=38308&LN=EN
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SPS REFERENCE INFORMATION & HYPERLINK TO THE WTO 
 

From the World Trade Organization at www.wto.org 
Official SPS documents 

 

o Introduction to WTO rules on sanitary and phytosanitary measures 
[ƛƴƪǎ ǘƻ ǇŀǊǘ ƻŦ ǘƘŜ ŀƎǊƛŎǳƭǘǳǊŜ ǎŜŎǘƛƻƴ ƻŦ ǘƘŜ ²¢h ƎǳƛŘŜ ά¦ƴŘŜǊǎǘŀƴŘƛƴƎ ǘƘŜ 
²¢hέ 

o ά¦ƴŘŜǊǎǘŀƴŘƛƴƎ ǘƘŜ {t{ !ƎǊŜŜƳŜƴǘέ όǘŜȄǘ ƻƴƭȅύ 
A more technical introduction 

o Interactive course: How to apply the transparency provisions of the SPS 
Agreement 

o The mandate  Browse or download the text of the SPS Agreement from the legal 
texts gateway 

o Review of the operation and implementation of the Agreement of the 
application of sanitary and phytosanitary measures. Committee Report of the 
Second Review adopted in 2005  

o Interactive course: SPS Handbook  

o New mentoring system available for national notification authorities and enquiry 
points 

o Download the SPS notification formats here. 
 
o Down load Handbook: How to apply the transparency provisions of the SPS 

Agreement 

o ! ǇǊŀŎǘƛŎŀƭ ƎǳƛŘŜ ŦƻǊ ƳŜƳōŜǊ ƎƻǾŜǊƴƳŜƴǘǎΩ ƻŦŦƛŎƛŀƭǎ ƻƴ Ƙƻǿ ǘƻ ƴƻǘƛŦȅ ƳŜŀǎǳǊŜǎ 
to the WTO, establish an enquiry point, and respond to enquiries. Download in 
MS Word (74 pages, 357KB, opens in a new window) or pdf format > Interactive 
course: SPS Handbook  

 

 

 

 

  

http://www.wto.org/english/tratop_e/sps_e/spsund_e.htm
http://www.wto.org/english/tratop_e/sps_e/sps_handbook_cbt_e/signin_e.htm
http://www.wto.org/english/tratop_e/sps_e/sps_handbook_cbt_e/signin_e.htm
http://www.wto.org/english/docs_e/legal_e/legal_e.htm#sanitary
http://www.wto.org/english/docs_e/legal_e/legal_e.htm#sanitary
http://docsonline.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/SPS/36.doc
http://docsonline.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/SPS/36.doc
http://www.wto.org/english/tratop_e/sps_e/sps_handbook_cbt_e/signin_e.htm
http://docsonline.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/SPS/W217.doc
http://docsonline.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/SPS/W217.doc
http://www.wto.org/english/tratop_e/sps_e/notif_formats_e.zip
http://www.wto.org/english/tratop_e/sps_e/spshand_e.doc
http://www.wto.org/english/tratop_e/sps_e/spshand_e.pdf
http://www.wto.org/english/tratop_e/sps_e/sps_handbook_cbt_e/signin_e.htm
http://www.wto.org/english/tratop_e/sps_e/sps_handbook_cbt_e/signin_e.htm
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 SECTION  2. STANDARDS & TECHNICAL REGULATIONS 
Standards provide a vital link to global trade, market access and export competitiveness. 
In expanding trade, in particular, standards and technical regulations are essential for 
market access. Standards (voluntary) and technical regulations (mandatory) define what 
goods and services can and cannot be exchanged, and outline procedures under which 
such exchanges are and are not permissible. Without standards we could not implement 
the TBT Agreement, there might not even be a TBT Agreement. 

The Evolution and Recognition of the Need for Standards 

King Johnôs Magna Carta in the year 1215 

 ñThere shall be standard measures of wine, ale 

and corn throughout the Kingdom. There shall also 

be a standard width of dyed cloth, Weights are to 

be standardised similarlyò 

 

In ancient civilizations 

¶ Standardized calendar 

¶ Standards in construction and transportation 

¶ Standardized signs for writing words and  numbers  

¶ Unified weights and measures for trade and 
construction  

After the industrial revolution 

¶ Standards and measures for interchangeable production 

¶ Standards for interoperability (i.e.: Railway gauge) 

¶ Rationalization through standardization and variety 
reduction 

¶ Safety standards (pressure vessels, gas and electric 
appliances) 

Standards are important, but they vary from country to country. Having different 
standards can make life difficult for produces and exporters. If standards are set arbitrarily, 
they could be used as an excuse for protectionism. Standards can become obstacles to 
trade. However, they are also necessary for a range of reasons, from environmental 
protection, safety, national security to consumer protection. Manufacturers, exporters and 
importers need to know what are the latest standards being used in their markets.    

The term Standard as defined in ISO/IEC Guide 2:2004 Standardization and related 
activities -- General vocabulary:  

ñA standard is a document, established by consensus and approved by a recognized body, 

that provides for common and repeated use, rules, guidelines or characteristics for 

activities or their results, aimed at the achievement of the optimum degree of order in a 

given contextò 
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Explanatory note 
Standards as defined by ISO/IEC Guide 2 may be mandatory or voluntary. For the 
purpose of the TBT Agreement, standards are defined as voluntary and technical 
regulations are defined as mandatory. 

When a standard is declared mandatory, it becomes a technical regulation. 
The TBT Agreement defines a standard as a; 

ñDocument approved by a recognized body, that provides, for common and repeated 

use, rules, guidelines or characteristics for products or related processes and 

production methods, with which compliance is not mandatory. It may also include or 

deal exclusively with terminology, symbols, packaging, marking or labeling 

requirements as they apply to a product, process or production method.ò 

The TBT Agreement defines a technical regulation as a: 
ñDocument which lays down product characteristics or their related processes and 

production methods, including the applicable administrative provisions, with which 

compliance is mandatory. It may also include or deal exclusively with terminology, 

symbols, packaging, marking or labeling requirements as they apply to a product, 

process or production method.ò 

 Technical Regulations, Standards and the TBT Agreement  
Technical regulations and standards set out specific characteristics of a product, such as 
its size, shape, design, functions and performance, or the way it is labeled or packaged 
before it is put on sale. In certain cases, the way a product is produced can affect these 
characteristics, and it may then prove more appropriate to draft technical regulations 
and standards in terms of a product's process and production methods rather than its 
characteristics per se. The TBT Agreement makes allowance for both approaches in the 
way it defines technical regulations and standards (Annex 1). 

Note: The TBT Agreement states that if technical regulations are required and relevant 
international standards exist or their publication is imminent, then Members shall use 
them as a basis for their technical regulations. 

The Difference Between Standards and Technical Regulations  
The difference between a standard and a technical regulation lies in compliance. While 
conformity with standards is voluntary, technical regulations are by nature mandatory 
and have the force of law. They have different implications for international trade. If an 
imported product does not fulfill the requirements of a technical regulation, it will not be 
allowed to enter the market. In case of standards, non-complying imported products will 
be allowed in the market, but then their market share may be affected if consumers' 
prefer products that meet local standards such as quality or color standards for textiles 
and clothing.  
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Technical Regulations vs. Standards 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Note: In a free market economy, the majority of standards are voluntary (>90%). When 
referencing the TBT Agreement, standards are always voluntary and technical regulations 
are mandatory. 

The Creation, Publication and Enforcement of Technical Regulations 
The TBT establishes the procedures for: 

¶ The creation of technical regulations 

¶ The publication of technical regulations 

¶ The enforcement of technical regulations 

The creation 
The primary procedures for creation include the following: 

¶ Members shall ensure that technical regulations are not 
prepared, adopted or applied with a view to or with the effect of 
creating unnecessary obstacles to international trade.   

¶ Assurance that in respect of technical regulations, products imported from the 
territory of any Member shall be accorded treatment no less favorable than that 
accorded to like products of national origin and to like products originating in any 
other country. 

¶ A technical regulation must be based on technical and scientific information  

¶ A technical regulation must use international standards as their basis if they exist 
or their publication is imminent.  

¶ A technical regulation must address a legitimate objective 

¶ A technical regulation may only restrict trade as far is necessary to achieve a 
legitimate objective. 

The Publication 
The primary procedures for publication include the following: 

¶ Transparency is the primary goal ς companies wishing to enter into 
a market must be able to find out what regulations their products must 
meet. 

¶ The enquiry point must be able to disseminate information concerning technical 
regulations. 

Technical Regulations 

Are Mandatory and form part 
of legislation. 

Are the responsibility of the 
Government.  

They address: 
Product Characteristics 

and  
Administrative Procedures.  

Standards 
Are Voluntary in nature 

Can be developed by a variety of 
bodies in the public or private 

sector. 

Contain only product 
characteristics, or technical 

requirements. 

Are developed in a stakeholder 
inclusive consensus process. 
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¶ Technical Regulations must be published promptly, but they must be phased in 
giving manufactures and other Members time to comply.  

  The Enforcement  
The enforcement of technical regulations is called conformity assessment. 
The primary rules of conformity assessment include the following: 
To provide the importing country with an adequate degree of confidence. 

Procedures must be efficient and contain no hidden obstacles.  
Discrimination is not allowed. 
 

 Legitimate Objectivities 
 A basic principle for the creation of technical regulations is that they must be based on 
άƭŜƎƛǘƛƳŀǘŜ ƻōƧŜŎǘƛǾŜǎΦΩ  

Legitimate objectives are defined in the TBT Agreement for the: 

¶ Protection of human safety or health   

¶ Protection of animal and plant life or health 

¶ Protection of the environment  

¶ Prevention of deceptive practices 

¶ National security requirements 

Note: Quality is not considered a legitimate objective 

Protection of Human Safety or Health   
The largest number of technical regulations and standards are aimed at 
protecting human safety or health. Numerous examples can be given. 
National regulations that require that motor vehicles be equipped with 
seat belts to minimize injury in the event of road accidents, or that 

electrical sockets be designed in a way that protect users from electric shocks, fall under 
this first category. A common example of regulations whose objective is the protection of 
human health is labeling of cigarettes to indicate that they are harmful to health. 

Protection of Animal and Plant Life or Health 
Regulations that protect animal and plant life or health are very common. 
They are intended to ensure that animal or plant species endangered by 
water, air, and soil pollution do not become extinct. Some countries require 
that endangered species of fish reach a certain length before they can be 

caught. 

Protection of the Environment  
Increased environmental concerns among consumers, due to rising levels of 
air, water and soil pollution, have led many governments to adopt 
regulations aimed at protecting the environment. Regulations of this type 
cover for example, the re-cycling of paper and plastic products, and levels of 
motor vehicle emissions. 

Prevention of Deceptive Practices 
Most regulations aim to protect consumers through information, mainly in 
the form of labeling requirements. Other regulations include classification 

and definition, packaging requirements, and measurements (size, weight etc.), 
to avoid deceptive practices. 
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Other Objectives 
Other objectives of regulations are quality, technical harmonization, or simply trade 
facilitation. Quality regulations τ e.g. those requiring that vegetables and fruits reach a 
certain size to be marketable τ are very common in certain developed countries. 
Regulations aimed at harmonizing certain sectors, for example that of 
telecommunications and terminal equipment, are widespread in economically integrated 
areas such as the European Union and North American Free Trade Agreement (NAFTA). 

There are many  organizations that produce International Standards such as  ISO, IEC, 
,ASTM,  ITU and CODEX.  

Standards can be broadly sub-divided into numerous categories  

Standards can be differentiated based on purpose. A basic standard has a 
broad ranging effect in a particular field. 

¶ Terminology standards (or standardized nomenclature) define 
words permitting representatives of an industry or parties to a transaction 
to use a common, clearly understood language.  

¶ Test and measurement standards define the methods to be used to assess the 
performance or other characteristics of a product or process.  

¶ Product standards establish qualities or requirements for a product (or related 
group of products) to assure that it will serve its purpose effectively.  

¶ Process standards specify requirements to be met by a process, such as an 
assembly line operation, in order to function effectively.  

¶ Service standards, such as for repairing an automobile, establishes requirements 
to be met in order to achieve the designated purpose effectively.  

¶ Interface standards, such as the point of connection between a telephone and a 
computer terminal, are concerned with the compatibility of products.  

¶ Standards on data to be provided contain lists of characteristics for which values 
or other data are to be stated for specifying the product, process or service.  

Standards may also be classified by the intended user group.  

Some examples: 

¶ Company /private standards are meant for use by a single industrial organization 
and are usually are developed internally.  

¶ International standards are developed and promulgated by non-government 
organizations that comply with the WTO/TBT principles for the development of 
international standards.. 

¶ Harmonized standards can be either an attempt by a country to make its standard 
compatible with an international, regional or other standard or it can be an 
agreement by two or more nations on the content and application of a standard, 
the latter of which tends to be mandatory.  

¶ Industry standards are developed and promulgated by an industry for materials 
and products related to that industry.  
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¶ Government standards are developed and promulgated by Federal, State, and 
local agencies to address needs or applications peculiar to their missions and 
functions.  

Another distinction among standards is the manner in which they specify   
requirements. 
¶ Performance standards describe how a product is supposed to function. A 

performance standard for a water pipe might set requirements for the pressure 
per square inch that a pipe must withstand, along with a test method to 
determine if a specimen meets the requirement.  

¶ Design standards define characteristics or how the product is to be built. The 
specification that a pipe is made of a given gage of copper would characterize a 
design standard.  

¶ Government agencies are encouraged to write technical regulations and 
standards in terms of performance, rather than design characteristics. 

How are International Standards developed? 

International standards  are developed according to the following basic principles:  

¶ Consensus, the views of all interests are taken into account: 

¶ Manufacturers, vendors and users, consumer groups, testing laboratories,     
governments, engineering professions and research organizations. 

¶ Industry-wide Global solutions to satisfy industries and customers worldwide.  

¶ Voluntary International standardization is market-driven and therefore based 
on voluntary involvement of all interests in the market 
place.  

¢ƘŜ Ƴŀƛƴ ǇƘŀǎŜǎ ƛƴ L{hΩǎ standards development process1 
 The need for a standard is usually expressed by an 
industry sector, which communicates its need to the 
national member body. Once the need for an appropriate 
standards development organization.  It is now also 
possible to publish interim documents at different stages 
in the standardization process. 

Most standards require periodic revision. Several factors 
combine to render a standard out of date: technological 
evolution, new methods and materials, new quality and 
safety requirements. To take account of these factors. 
SDOs generally recommend a defined period for review. 
On occasion, it is necessary to revise a standard earlier. 

How standards are developed  

The first step in developing a new international standard 
as recommended by ISO is to research whether there is an 
existing standard in the area identified through contact 
with trade associations, government agencies, or other 
standards  

                                                 
1
 The above chart is the recommended ISO process 

http://www.iso.org/iso/home/standards_development.htm
http://www.iso.ch/iso/en/stdsdevelopment/whowhenhow/proc/proc.html
http://www.iso.ch/iso/en/stdsdevelopment/whowhenhow/proc/deliverables/pasetc.html
http://www.iso.ch/iso/en/stdsdevelopment/whowhenhow/proc/deliverables/pasetc.html
http://www.iso.ch/iso/en/stdsdevelopment/whowhenhow/proc/deliverables/pasetc.html
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developing organizations (SDOs). Duplication of effort and parallel standardization 
activities cause marketplace confusion and drain the resources of stakeholders 
participating in the standards development process. If you are aware of a technical 
committee that appears to be able to cover the scope of the proposed activity, contact 
the SDO liaison. If you are unable to identify a committee that covers the scope of the 
proposed activity, contact someone at the SDO with responsibility for new activities. 
Next it is necessary to identify and contact key stakeholders to ensure that there is 
agreement that the standards area identified has market relevance for the industry and 
stakeholders are committed to participate on the project. 

If the initial research indicates the area of interest is ripe for standardization, it is time to 
issue a formal request to consider formation of a new task group or subcommittee to the 
appropriate SDO or technical committee.  The SDO staff will be able to provide 
information about the structure of the committee, the process by which a standard is 
developed, and answer any other specific questions. 

Once approval to proceed with the creation of a new standard is given by the 
subcommittee, a task group will be formed to develop a first draft. It is appropriate for 
the proponent to be active, and possibly even chair the task group. The chairman of the 
ƴŜǿ ǘŀǎƪ ƎǊƻǳǇ ƴŜŜŘǎ ǘƻ ōŜ ŦŀƳƛƭƛŀǊ ǿƛǘƘ ǘƘŜ {5hΩǎ ǎǘŀƴŘŀǊŘǎ ŘŜǾŜƭƻǇƳŜƴǘ ǘƻƻƭǎΦ  
Available tools include templates and guides to form and style. Each technical committee 
is divided into multiple subcommittees that address specific subjects or areas within the 
scope of the technical committee. Task groups are organized to complete a single specific 
project such as the development of a new standard, the revision of an existing standard, 
or the coordination of an inter-laboratory study to obtain supporting data for a precision 
statement. 

The completed draft standard should be forwarded to the chairman of the subcommittee 
with jurisdiction over the new activity for transmission for formal balloting.  A standard 
must gain several levels of approval before becoming an official international standard. 

At each level, voting requirements are enforced to ensure fairness. When a draft 
standard has been reviewed and accepted at all levels, the draft becomes an 
international standard and is published. 

Frequently asked questions about standards and technical regulations 

¶ Where do I find information on technical regulations for specific countries? 

¶ Where can I find information on standards 

¶ How can I keep up to date on developments in the field of Standards and Technical 
Regulations? 

The Agreement on Technical Barriers to Trade requires each WTO Member to identify a 
National Enquiry Point on standards, technical regulations and conformity assessment 
and to notify its contact details to the WTO Secretariat in Geneva. Each enquiry point is 
responsible for ensuring that any enquiry on national and even subnational technical 
regulations is adequately answered. Each WTO Member must inform the WTO 
Secretariat of the impending implementation of any new or revised technical regulation 
within its territory. The WTO Secretariat then makes this information available to all 
WTO Members. By making these requirements, the WTO TBT Committee tries to ensure 
that the TBT Agreement system of technical regulations is open and transparent. 
 

http://www.intracen.org/eqm/pages/faqs1.htm#quest1
http://www.intracen.org/eqm/pages/faqs1.htm#quest3
http://www.intracen.org/eqm/pages/faqs1.htm#quest3
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A number of options are available: 
If your country is a WTO Member, it will have set up a national enquiry point. You can 
request your national enquiry point to forward your request for information to its 
counterpart in the country to which you wish to export. You can also address your query 
direct to the enquiry point abroad. If your country is not a WTO Member, you can still 
contact the national enquiry point in your target market. Even though national enquiry 
points are not obliged to respond to enquiries from non-WTO Members, they will rarely 
refuse to do so. It becomes a little bit more difficult to obtain information if your target 
market does not have a national enquiry point. You will have to deal with other official 
sources (such as embassies and departments of trade or commerce) either in your 
country or abroad.  Should all of the above fail, you can conduct a search in your target 
market. It can be a frustrating task to find your way through the bureaucracies; obtaining 
the help of a local partner will ease your way through the maze.  

Where can I get information about standards?  
The first step is to contact the national standards body (NSB) in your country, which will 
generally have a standards information center. NSBs keep a collection of their own 
standards, and they will frequently have collections of national, regional and 
international standards from bodies such as the American National Standards institute 
(ANSI), ASTM International (ASTM), British Standards Institution (BSI) and the 
Association française de normalization (AFNOR, French Standards Association). At the 
information centers, you should be able to consult catalogues of standards from various 
standards bodies. An NSB will be able to sell you its own standards and it will be licensed 
to sell the standards of other bodies. If it does not have the standard you require, you 
can ask it to be ordered. Standards are generally not distributed free, there are some 
exceptions. Codex Alimentarius standards, for example, can be downloaded free from 
www.codexalimentarius.net). They are often priced in relation to their length. I.e.: 
number of pages. Standards can also be purchased via the internet. You can use the 
Internet to search for and acquire standards.  

Question: How can I keep informed of developments of Standards and Technical 
Regulations?  
Contact your country's national standards body (NSB) for information on standards that 
they are developing that could affect you. Your NSB may also be able to inform you 
about international standards being created by international standards bodies such as 
ISO, IEC, ITU, ASTM  and regional Standards organizations. 

All WTO Members are subject to the Agreement on Technical Barriers to Trade, which 
obliges them to ensure that technical regulations, voluntary standards and conformity 
assessment procedures do not create unnecessary obstacles to trade. Annex 3 of the 
Agreement contains a Code of Good Practice for the Preparation, Adoption and 
Application of Standards. All central government standardizing bodies in member 
countries must comply with this Code.  

WTO Members also need to take reasonable measures to ensure that their subnational 
and regional standardizing bodies, which may be governmental or non-governmental, 
accept the Code. The Code requires all standardizing bodies that have accepted its terms 
to publish their work programs at least once every six months. Work programs contain 
ǘƘŜ ǎǘŀƴŘŀǊŘƛȊƛƴƎ ōƻŘȅΩǎ ƴŀƳŜ ŀƴŘ ŀŘŘǊŜǎǎΣ ŀƴŘ ƎƛǾŜ ŘŜǘŀƛƭǎ ƻŦ ƴŜǿ ǎǘŀƴŘŀǊŘǎ ǘƘŀǘ ŀǊŜ 
under preparation and those that were adopted in the preceding period. A standard is 

http://www.codexalimentarius.net/
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ŎƻƴǎƛŘŜǊŜŘ ǘƻ ōŜ ΨǳƴŘŜǊ ǇǊŜǇŀǊŀǘƛƻƴΩ ŦǊƻƳ ǘƘŜ ƳƻƳŜƴǘ ŀ ŘŜŎƛǎƛƻƴ ƛǎ taken to develop it 
and until it has been adopted. The work programs of many standardizing bodies are 
available at no cost from those bodies.  

Technical Regulations 
According to the TBT Agreement, countries must publish notifications of proposals for 
new technical regulations or amendments to existing regulations before the final 
versions are published. The purpose of a notification is to allow interested parties 
(usually trading partners whose trade will be affected by the regulation) to comment on 
the draft regulation, and for the requisite changes to be made. Members have 60 days 
from the date of publication of the notification to respond. Notifications are sent to the 
WTO Secretariat in Geneva, which circulates them to all Members and posts them on the 
WTO website (from which they can be downloaded freely). Notifications go to the 
diplomatic missions in Geneva, after which they are theoretically sent on to the 
ŎƻǳƴǘǊƛŜǎΩ ƴŀǘƛƻƴŀƭ ŜƴǉǳƛǊȅ Ǉƻƛƴǘǎ ƻƴ ¢.¢Φ LƴŘƛǾƛŘǳŀƭ ŜƴǘŜǊǇǊƛǎŜǎ ƻǊ ƛƴŘǳǎǘǊȅ ŀǎǎƻŎƛŀǘƛƻƴǎ 
should contact their national enquiry point and request it to forward notifications of 
interest to them. They should send their comments back to the enquiry point within the 
required time, to allow their governments to defend their interests by responding to the 
notifications at the WTO. Developing countries can request the WTO Secretariat to 
inform them of notifications on topics of particular interest to them, but very few 
actually use this service. 

 Food Standards 
The CODEX Alimentarius Commission was created in 1963 by the Food and Agricultural 
Organization of the United Nations and World Health Organization to develop food 
standards, guidelines, and related texts such as codes of practice under the Joint 
FAO/WHO Food Standards Program. The main purposes of this Program are protecting 
health of consumers ensuring fair trade practices in the food trade, and promoting 
coordination of all food standards work undertaken by international governmental and 
non-governmental organizations. CODEX is a single contact point for internationally 
recognized food safety programs. 

Internationally, regional organizations have established a harmonized system of 
standards and technical regulations for member countries in their particular region. 
Listed below are examples of such systems. Internationally, regional organizations have 
established a harmonized system of standards and technical regulations for member 
countries of their particular region. Here is the European approach.  

The European Approach to Technical Regulations 
 The formation of the single market in Europe, one in which there is a 
free flow of goods, has as one of its objectives, the elimination of 
barriers to trade between the Member State countries. Differences 

between national laws, standards, and conformity assessment procedures made trade 
between the countries difficult, contentious, and expensive. In order to eliminate these 
barriers, a new legislative technique, and strategy was instituted. The new approach was 
designed to envelop, or "harmonize," the health, safety, and environmental 
requirements of Member States into one European-wide legislative package. The result 
of this new approach to lawmaking, or "harmonization," was a new set of laws that 
emanated from the European Commission in Brussels, Belgium. They are called the New 
Approach Directives. In each case, one new approach directive replaced existing 
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legislation with the same scope in the fifteen member nations. Member States were 
required to adopt the new harmonized laws. 

άbŜǿ !ǇǇǊƻŀŎƘέ Directives (or Community Law) set out the essential requirements, on 
safety for example, written in general terms which must be met before products may 
enter the market in the European Community. European harmonized standards provide 
the detailed technical information enabling manufacturers to meet these essential 
requirements. The directives also explain how manufacturers are able to demonstrate 
conformity with the essential requirements. Products which meet the essential 
requirements are to display the CE marking, as described in the particular directive, 
which means that the products can be sold anywhere in the Community. Note: Some 
Directives do not require CE Marking.  

Note: Many countries outside of the EU that have significant trade with the EU have 
begun to adopt and implement the New Approach Directives as national Technical 
Regulations. This concept eliminates the need for developing countries to create their 
own new technical regulations and standards as well as simplifies trade facilitation 
between the developing country and EU member states. 

For a complete list and description of all of the EU New Approach Directives, please 
click on the following web site - ȅƻǳ ǿƛƭƭ ǎŜŜ ƻƴ ǘƘŜ ƘƻƳŜ ǇŀƎŜ άLegislation and 
standardsέ ς then proceed. 

http://ec.europa.eu/growth/index_en.htm 

 

New Approach directives (directives providing for CE marking) 

Text of  
directive and 
amendments 

Consolidated 
version of  
directive 

Subject (short title of directive) 

 Lists of references of harmonized 
standards and general information 

2006/95/EC    Low Voltage  

87/404/EEC  
90/488/EEC  
93/68/EEC 

87/404/EEC  Simple Pressure Vessels  

88/378/EEC 
93/68/EEC 

88/378/EEC  Safety of toys  

89/106/EEC  
93/68/EEC 

89/106/EEC  Construction products  

89/336/EEC 
92/31/EC  
93/68/EEC 
2004/108/EC 

89/336/EEC  Electromagnetic compatibility (EMC)  

http://www.dti.gov.uk/strd/ecdirect.html
http://www.dti.gov.uk/strd/cemark.html
http://ec.europa.eu/growth/index_en.htm
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32006L0095:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/lvd.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31987L0404:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0488:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1987/L/01987L0404-19930802-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/spvessel.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31988L0378:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1988/L/01988L0378-19930802-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/toys.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31989L0106:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1989/L/01989L0106-20031120-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/construc.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31989L0336:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31992L0031:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32004L0108:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1989/L/01989L0336-19930802-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/emc.html
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98/37/EC   
98/79/EC 
2006/42/EC 

98/37/EC  Machinery 

89/686/EEC  
93/68/EEC 
93/95/EEC  
96/58/EC  

89/686/EEC  Personal protective equipment (PPE)  

90/384/EEC  
93/68/EEC 

90/384/EEC  Non-automatic weighing instruments   

90/385/EEC  
93/42/EEC   
93/68/EEC 
2007/47/EC 

90/385/EEC  Active implantable medical devices  

90/396/EEC  
93/68/EEC 

90/396/EEC  Appliances burning gaseous fuels  

92/42/EEC  
93/68/EEC 
2004/8/EC 
2005/32/EC 

92/42/EEC  Efficiency requirements for new hot-water 
boilers fired with liquid or gaseous fuels  

93/15/EEC    Explosives for civil uses  

93/42/EEC  
98/79/EC  
2000/70/EC 
2001/104/EC 
2007/47/EC 

93/42/EEC  Medical devices  

94/9/EC    Equipment explosive atmospheres (ATEX)  

94/25/EC 
2003/44/EC 

94/25/EC  Recreational craft  

95/16/EC    Lifts  

97/23/EC    Pressure equipment  

98/79/EC    In vitro diagnostic medical devices  

1999/5/EC    Radio Equipment and Telecommunications 
Terminal Equipment and the Mutual 
Recognition of their Conformity 

2000/9/EC    Cableway installations designed to carry 
persons  

2004/22/EC    Measuring instruments  

 
The information contained in the above summary lists is a compilation of the references 
of standards which have been published in the Official Journal of the European Union.  

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0037:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0079:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32006L0042:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1998/L/01998L0037-19981207-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/machines.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31989L0686:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0095:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31996L0058:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1989/L/01989L0686-20031120-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/ppe.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0384:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1990/L/01990L0384-19930802-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/weighing.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0385:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0042:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32007L0047:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1990/L/01990L0385-20031120-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/implmedd.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0396:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1990/L/01990L0396-19930802-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/appligas.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31992L0042:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0068:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32004L0008:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32005L0032:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1992/L/01992L0042-20050811-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/gasboile.html
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/gasboile.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0015:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/explosiv.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0042:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0079:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32000L0070:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32001L0104:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32007L0047:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1993/L/01993L0042-20031120-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/meddevic.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31994L0009:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/atex.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31994L0025:EN:NOT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32003L0044:EN:NOT
http://eur-lex.europa.eu/LexUriServ/site/en/consleg/1994/L/01994L0025-20031120-en.pdf
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/reccraft.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0016:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/lifts.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31997L0023:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/equippre.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0079:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/invimedd.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31999L0005:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/radiotte.html
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/radiotte.html
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/radiotte.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32000L0009:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/cableway.html
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/cableway.html
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32004L0022:EN:NOT
http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/reflist/measurin.html
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The directives cover a very wide range of product areas. It should be noted: The New 
Approach Directive do not cover food, these are covered in the old approach. The 
majority of the New Approach Directive requires that a manufacturer have a CE mark 
their product. CE marking requirements vary from Directive to Directive. Third party 
ǘŜǎǘƛƴƎΣ ǎȅǎǘŜƳǎ ŀǎǎŜǎǎƳŜƴǘ Ŏŀƴ ōŜ ƳŀƴŘŀǘƻǊȅΣ ōǳǘ ǎƻƳŜǘƛƳŜǎ ǘƘŜ ƳŀƴǳŦŀŎǘǳǊŜǊΩǎ 
unverified claim is all that is required. However, if you claim your product complies and it 
does not, you may be prosecuted.  Having independent testing and assessments carried 
out is the safest way for manufacturers to proceed, whether this is mandatory or not. 

Where a Directive requires products and/or systems to be independently tested, 
ŎŜǊǘƛŦƛŜŘΣ ƻǊ ƛƴǎǇŜŎǘŜŘΣ ǘƘƛǎ Ƴǳǎǘ ōŜ ŘƻƴŜ ōȅ ŀ άbƻǘƛŦƛŜŘ .ƻŘȅέ ƻǊ ά/ƻƳǇŜǘŜƴǘ .ƻŘȅέΦ  A 
Notified Body is an organization that has been nominated by a member Government and 
Notified by the European Commission.  The primary role of a Notified Body is to provide 
services for conformity assessment on the conditions set out in the New Approach 
Directives in support of CE marking.   

Choosing Standards Based on Merit  
International standards are the cornerstones of a liberalized trading system. When used 
as the basis for technical regulations and developed according to principles 
recommended by the WTO Committee on Technical Barriers to Trade, they are less likely 
to create unnecessary barriers to trade. International standards can also increase 
efficiency, enhance the quality of life, and transfer technology from developed to 
developing countries. 

The TBT Agreement delegates certain responsibilities to international standards: 

 (1) they must function effectively and appropriately; 

 (2) they must fulfill legitimate objectives; and; 

 (3) they must be relevant. In this context, relevance is associated with regulatory and 
market needs, as well as scientific and technological developments. 

Lƴ ǘƘŜ Ǝƭƻōŀƭ ƳŀǊƪŜǘΣ ǊŜƭŜǾŀƴŎŜ ƛǎ ŀǎǎƻŎƛŀǘŜŘ ǿƛǘƘ ŀ ǎǘŀƴŘŀǊŘΩǎ ŀōƛƭƛǘȅ ǘƻ ǎƻƭǾŜ ǊŜŀƭ 
problems in real time. 

! ǎǘŀƴŘŀǊŘΩǎ ǊŜƭŜǾŀƴŎŜ ƛǎ ŀǊƎǳŀōƭȅ ǊŜƭŀǘŜŘ ǘƻ ǘƘŜ ŜȄǘŜƴǘ ǘƻ ǿƘƛŎƘ ƛǘ ƛǎ ǳǎŜŘΦ ¢ŜŎƘƴƻƭƻƎȅ 
that originates in standards developing organizations domiciled in the United States is 
used in countless measure by WTO members in the efficient production and testing of 
good in international trade, and in technical regulations. The widespread application of 
these standards is plainly evident from the most cursory examination of the technical 
regulations of member countries; and it is clear that an ample supply of effective, 
relevant international standards has been produced by a network of standards 
developing organizations, i.e., standards used in regulation, trade, and in building the 
capacity of developing countries around the world emanate from multiple sources. 
Multiple sources of international standards are especially useful to WTO members. They 
provide regulators with choice and flexibility while reducing the need to base technical 
regulations on national standards. One of the most important features of the U.S.-based 
standardization system is that it is open to every nationality; its technical committees 
abound with experts from around the globe. No less important is its commitment to the 
TBT principles for the development of international standards and the Code of Good 
Practice. 

http://engineers.ihs.com/collections/bsi/bsi-CEmarking.htm
http://engineers.ihs.com/collections/bsi/bsi-CEmarking.htm
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The U.S.ςbased standardization system produces many international standards that do 
not exist elsewhere. It produces standards and test methods that are unique and 
ǎǘŀƴŘŀǊŘǎ ǘƘŀǘ ƘŀǾŜ ƎƛǾŜƴ ǊƛǎŜ ŀƴŘ ǎŀŦŜǘȅ ǘƻ Ƴŀƴȅ ƻŦ ŎƛǾƛƭƛȊŀǘƛƻƴΩǎ ōŜǎt endeavors, from 
the construction of basic infrastructures to the exploration of space.  These standards 
ƘŀǾŜ ōŜŎƻƳŜ ǎƻ ŘŜŜǇƭȅ ǊƻƻǘŜŘ ƛƴ ǘƘŜ ǘŜȄǘǳǊŜ ƻŦ ǘƘŜ ǿƻǊƭŘΩǎ ŜŎƻƴƻƳƛŜǎ ǘƘŀǘ ǘƘŜƛǊ 
absence or the lack of ongoing revisions to their technology would destabilize large areas 
of international trade and significantly reduce the quality of life on this planet. 

ASEAN Cooperation on Standards and Conformity Assessment -A 
program to Facilitate Trade In South East Asia -   (ASEAN Consultative 
Committee for Standards and Quality) 
http://www.asean.org/accsq-working-group-on-standards-and-technical-
regulations-wg3-standards-harmonization-and-technical-regulations/ 

 Conformity Assessment of products or services generates results that determine their 
marketability. A supplier may not be able to sell a product or service because the results 
of a conformity assessment process such as testing and certification are not accepted by 
the prospective buyer or by regulatory authorities in the target market. This does not 
necessarily mean that the product or services have failed to meet a certain standard. 
Thus, more than standards themselves, it is often the duplicative testing procedures 
arising from different systems of conformity assessment in various countries have 
become serious barriers to trade.  
wŜŎƻƎƴƛȊƛƴƎ ǘƘŜ ŎƻƴǘǊƛōǳǘƛƻƴ ƻŦ ǘƘŜǎŜ ǘǿƻ άǇƛƭƭŀǊǎέ ǘƻ ŦŀŎƛƭƛǘŀǘŜ ŀƴŘ ƭƛōŜǊŀƭƛȊŜ ǘǊŀŘŜ ŀƴŘ 
investment in the region, ASEAN through the ASEAN Consultative Committee on 
Standards and Quality (ACCSQ) has endeavored to harmonize national standards with 
international standards and implement mutual recognition arrangements on conformity 
assessment to achieve its end-Ǝƻŀƭ ƻŦ άhƴŜ {ǘŀƴŘŀǊŘΣ hƴŜ ¢ŜǎǘΣ !ŎŎŜǇǘŜŘ 9ǾŜǊȅǿƘŜǊŜέΦ   

All Member Countries have accomplished the harmonization of standards for the 20 
priority products and 81 standards for Safety and EMC.  

New areas for harmonization are currently being identified. Priority for harmonization 
will be given to those standards used in technical regulations in Member Countries. 

Work on Mutual Recognition Arrangements (MRAs) has been accelerated. Mutual 
Recognition Arrangement for Electrical and Electronic was signed by the ASEAN 
Economic Ministers on 5 April 2002 in Bangkok, Thailand. To date, ten member countries 
have notified their participation either in acceptance of test report and/or product 
certification. Member countries have also agreed to work toward harmonization of 
regulatory regimes in electrical and electronic sector by 2010 The Agreement on ASEAN 
Harmonized Cosmetic Regulatory Scheme was signed by the ASEAN Economic Ministers 
on 2 September 2003 in Phnom Penh.  The first part of the Agreement is an MRA under 
which signatories are to recognize the product registration approval of any signatory in 
accordance with agreed rules and procedures. The second part is the ASEAN Cosmetic 
Directive, which lays down the requirements for cosmetic products to comply with all 
signatory countries. 

 For Pharmaceuticals, efforts to develop harmonization schemes of pharmaceutical 
regulations in ASEAN to facilitate trade in pharmaceuticals continued. An ASEAN 
Common Technical Dossiers (ATCD), covering administrative data, quality, safety and 
efficacy and an ASEAN Common Technical Requirements (ATCRs), covering quality, safety 
and efficacy have been developed.  The ACTD is the part of marketing authorization 

http://www.asean.org/accsq-working-group-on-standards-and-technical-regulations-wg3-standards-harmonization-and-technical-regulations/
http://www.asean.org/accsq-working-group-on-standards-and-technical-regulations-wg3-standards-harmonization-and-technical-regulations/
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application dossier that is common to all ASEAN member countries while the ATCR is the 
set of written materials, intended to guide applicant(s) to prepare application dossiers in 
a way that is consistent with the expectations of all ASEAN Drug Regulatory Authorities. 
Series of guidelines for the implementation of the ATCR are being finalized. 

 The ASEAN Standards and Quality Bulletin is 
regularly published with a view to ensure 
dissemination of information and promote 
transparency on standards, technical 
regulations and conformity assessment 

procedures in ASEAN member countries. 

Harmonization of Standards in ASEAN  
In 1997, 20 products were identified as a priority for standards harmonization in ASEAN 
by the AFTA Council.  In recognition of clause 2.4 of the WTO Agreement on Technical 
Barriers to Trade, the harmonization of the priority products was carried out based on 59 
ISO, IEC and ITU International Standards. The harmonization for the 20 priority products 
were completed in 2003. 

To supplement this was the initiative in 1999 to harmonize standards on the electrical 
safety aspects of electrical products and on the subject of Electromagnetic Compatibility 
(EMC).  71 Safety and 10 EMC were identified and all Member Countries had completed 
this harmonization of these identified standards in July 2004. 

Basic Principles of Harmonization 
During this harmonization exercise, the national standards bodies in ASEAN or similar 
bodies would need to adopt the International Standards, based on the requirements of 
ISO/IEC Guide 21, as their national standards.   In the event they do not adopt any of the 
identified International Standards as their national standards, they would then accept 
the direct use of these International Standards. 

For the list of ASEAN harmonized standards, please click here: 
http:// www.asean.org/accsq-working-group-on-standards-and-technical-regulations-
wg3-standards-harmonization-and-technical-regulations/ 

PACIFIC AREA STANDARDS CONGRESS  
http://www.pascnet.org 

In 1972, standards body representatives from a number of Pacific Rim 
countries met in Honolulu, Hawaii, USA, to plan for and suggest a 
program leading to the development of a voluntary, independent 
organization of Pacific area national standards organizations. In 1973, 
the first meeting of the organization, which was named the PACIFIC 

AREA STANDARDS CONGRESS (PASC), was held in Honolulu.  The members of PASC have 
adopted by consensus a number of important resolutions concerning international 
standardization, the work of ISO and IEC, and communication and interrelationships 
among PASC members. PASC is concerned not only with standards preparation but also 
with conformance to standards.  

 

 

 

http://www.asean.org/accsq-working-group-on-standards-and-technical-regulations-wg3-standards-harmonization-and-technical-regulations/
http://www.pascnet.org/index.jsp
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Objectives of PASC 
V To exchange information and views between national standards bodies and 

among organizations interested in standardization and conformance and initiate 
necessary actions to help ensure that international standardization activities are 
properly coordinated on a consensus basis to meet world needs and foster 
international trade and commerce  

V To provide a geographically convenient forum for the countries and territories of 
the Pacific area to develop recommendations for communication to the 
international standards bodies, particularly ISO and IEC  

V To form a consultative liaison with International and Regional standards bodies to 
help them meet world needs in standardization through communication of 
recommendations of PASC members  

V To provide a central site for papers and reports on related subjects which further 
the objectives of PASC  

V To work with the Asia Pacific Economic Cooperation (APEC), relevant APEC 
Specialist Regional Bodies (SRBs), and multilateral agencies to support economic 
and technical infrastructure development and free trade in the region. This may 
extend to seeking financial assistance from those bodies. In this capacity, PASC 
serves as the APEC Specialist Regional Body for Standards  

V To actively promote the benefits of standardization and conformance in the 
region to governments, industry and consumers  

V To provide a source of information for members on standards and conformance 
issues in the region and globally and to promote the region at the international 
level  

V To have members promote PASC and its activities within their countries  

V To promote the benefits of PASC membership to other National Standards Bodies 
(NSBs)  

V To determine the policy and technical standardization priorities of members and 
establish mechanisms to address items of greatest common interest to PASC  

V To consider evolving strategic issues in international standardization and examine 
possible changes in the current international structures, approaches and 
organizations that may be necessary to meet future requirements  

V To ensure that members contribute sufficient resources to allow for effective and 
efficient achievement of PASC's objectives  

V To support and promote adherence to the provisions of relevant WTO 
Agreements, including the Agreement on Technical Barriers to Trade (TBT) and 
the Agreement on Sanitary and Phytosanitary Measures (SPS), among PASC 
member countries. 

Standards Activities in the United States 

Standardization activities in the United States are broad, complex, 
and decentralized. Private and public sector volunteers participate in 
the work on such activities with funding provided by themselves or 

their employers, not by U.S. Government subsidy. In the consensus process, no single 
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organization is permitted to control the process, which is industry-led, even when 
Government representatives participate.  
 For the most part, standards in the United States are developed by the private sector 
based on a consensus process in which the developmental committees consider many 
points of view. Some standards in technological areas which are subject to rapid change 
(such as in electronics and information technology) may be developed by industry 
consortia. 

Key Concepts of the US Standards System 

The United States Standards Strategy affirms that the U.S. is committed to a sector-based 
approach to voluntary standardization activities, both domestically and globally. It 
establishes a standardization framework that is built upon the traditional strengths of the 
U.S. system - such as consensus, openness, due process and transparency. These vital 
concepts ensure a system that is open to all interested parties, transparent, and based 
on broad participation by a diverse group of affected parties.  A complete list of globally 
accepted principles for standards development can be found in the U.S. Standards 
strategy.  

Who develops standards in the U.S.? 

Hundreds of private organizations in the United States develop standards. Standards 
Developing Organizations (SDO) differs greatly in size, membership, number of standards 
produced, and scope of work.  General categories of SDO include:  

¶ Professional Societies whose members seek to advance their professions - but which 
also develop standards  

¶ Trade Associations promote their industry's products - and which also develop 
standards  

¶ Testing and certifying organizations produce their own standards and may also use 
those of other organizations  

¶   Organizations that only develop standards 

¶ Industry Consortia sometimes referred to as Standards Setting Organizations (SSO) 

 No single U.S. government organization oversees the voluntary standards development 
process in the United States. As directed by the National Technology Transfer and 
Advancement Act, NIST brings together federal agencies as well as state and local 
governments to achieve greater reliance on voluntary standards and decreased 
dependence on in-house standards.  
In particular, NIST works closely with the with ASTM International and the American 
National Standards Institute (ANSI), ANSI is a federation  of standards developers, 
government, industry, consumers, and other stakeholders. ANSI is the U.S. Member Body 
to the International Organization for Standardization and sponsors the U.S. National 
Committee for International Electrotechnical Commission (IEC) and serves to coordinate 
U.S. private sector standards development activities. NIST and ANSI have signed a 
Memorandum of Understanding recognizing the NIST and ANSI roles in strengthening the 
national voluntary consensus standards system.  

The NIST and ANSI collaboration performs a vital coordinating role for the entire 
standards community, ensuring that U.S. interests are adequately represented in 
international standards arenas, thus enhancing U.S. competitiveness in global markets.  

http://gsi.nist.gov/global/index.cfm/L1-5/L2-44/A-169
http://gsi.nist.gov/global/index.cfm/L1-5/L2-44/A-169
http://gsi.nist.gov/global/index.cfm/L1-3/L2-6/A-166
http://gsi.nist.gov/global/index.cfm/L1-3/L2-6/A-166
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Because the U.S. standards system is diverse and decentralized, a comprehensive list of 
all bodies that develop standards in the United States does not exist.  However, several 
resources do offer a substantive snapshot of the community: List of many U.S.-based 
standards developers and consortia (via NIST) is available. 
As a Member of the World Trade Organization and signatory to the Technical Barriers to 
Trade (TBT) Agreement, the U.S. is required to base technical regulations and conformity 
assessment procedures on relevant international standards, guides and 
recommendations, except where they would be inappropriate or ineffective in meeting a 
legitimate objective. The TBT Agreement also strongly discourages standardizing bodies 
from developing standards when international standards already exist. 
 
The TBT Agreement does not, however, designate specific standardizing bodies as 
"international." Instead, in its 2000 Decision on the Principles for the Development of 
International Standards, Guides and Recommendations (2000 Committee Decision), the 
TBT Committee adopted a set of six principles for developing international standards. 
The Decision is designed to clarify the concept of "international standard" and to 
advance objectives such as greater harmonization of technical requirements across 
markets.  

The six principles are: (1) openness; (2) transparency; (3) impartiality and consensus; (4) 
relevance and effectiveness; (5) coherence; and (6) the development dimension.  
It is the policy of the U.S. government to use the term "international standard" to refer 
to those standards developed in conformity with the 2000 Committee Decision 
principles.  
For a list of voluntary consensus standards, government unique standards, private 
industry standards, and international standards referenced in the Code of Federal 
Regulations (CFR) and those used by U.S. Federal Government Agencies in their 
procurement activities, visit the Standards Incorporated by Reference database on 
www.Standards.gov. 

The American National Standards Institute 
ANSI is a private-sector, non-profit organization founded in 1918 
by several SDOs and U.S. Government representatives, is 
composed of more than 700 company members; 30 government 

agencies; 20 institutions; and 260 professional, technical, trade, labor, and commercial 
organizations. Unlike the SDOs mentioned above, ANSI itself does not develop standards. 
Rather, it functions as a central clearinghouse and coordinating body for its member 
organizations, which in turn develop standards on a decentralized, consensus basis. ANSI 
also provides procedures for standards bodies to follow in managing the consensus 
standards development process in a fair and open manner, and it accredits U.S. 
domiciled SDOs that comply with the procedures. It also approves standards submitted 
by accredited SDOs, designating them as American National Standards, (ANS) indicating 
that they have followed the essential due process and consensus criteria defined by 
ANSI. However, regardless of the accreditation status of an SDO, standards only become 
American National Standards (ANS) when submitted to ANSI for approval as ANS. At last 
count, ANSI had accredited approximately 200 SDOs and listed about 10,000 of their 
standards as ANS in which Commerce may enhance or expand its activities on standards-
related issues are recommended.  

http://ansi.org/default.aspx
http://gsi.nist.gov/global/#TB_inline?height=320&width=475&inlineId=tb_external&linkId=1
http://gsi.nist.gov/global/#TB_inline?height=320&width=475&inlineId=tb_external&linkId=3
http://www.standards.gov/
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ANSI is also the U.S. member body to the International Organization for Standardization 
(ISO) and, through the U.S. National Committee, to the International Electrotechnical 
Commission (IEC). ANSI administers the international secretariat to the Joint Technical 
Committee (JTC-1) of ISO and IEC, which develops standards in information technology 
and is the U.S. member body to the Pacific Area Standards Congress (PASC) and to the 
Pan American Standards Commission (COPANT). As the U.S. representative to these 
bodies, ANSI convenes delegations, approves delegation members, and appoints 
technical groups with a broad spectrum of experts to represent the United States in 
deliberations of relevant international policy boards, individual technical committees, 
and working groups. 

The Role of the U.S. Government in Standards 
While the U.S. Government does not operate or finance a U.S. national standards body, 
individual agencies do participate actively in the development of voluntary consensus 
standards. Additionally, the Government also is directly concerned with setting and 
implementing standards through legislation, regulation, or contractual obligations for 
sale to government purchasers. In specific cases, agencies develop mandatory standards 
as part of technical regulations (e.g., automotive, aviation, consumer products). Public 
Law 104-113, the National Technology Transfer and Advancement Act of 1995, directs 
Federal agencies to use voluntary consensus standards to carry out policy objectives or 
activities determined by the agencies and departments, except when impracticable. 
Office of Management and Budget (OMB) Circular A119 guides agencies in this effort. 
Agencies also are directed to participate in the activities of voluntary consensus bodies to 
aid them in carrying out their standards-related responsibilities. Finally, the Act directs 
NIST to coordinate Federal, State, and local technical standards and conformity 
assessment activities with those of the private sector in order to reduce duplication and 
complexity.  

U.S. Interfaces with the International Standards System  
Both the U.S. Government and private sector participate in international standards 
development in a variety of ways, including private, voluntary organizations whose 
membership is on a national body basis; through treaty organizations (governments are 
members); through professional and technical organizations whose membership is on an 
individual or organizational basis, and through consortia, whose membership is typically 
company and industry-based. For example, ISO and IEC are non-governmental 
international organizations consisting of national member bodies. ISO is made up of the 
national standards bodies of full-member countries. IEC is made up of national 
committees from individual countries. ISO currently has over 250 technical committees 
with a wide variety of scopes; IEC committees, primarily on electrotechnical issues. ISO 
and IEC have one joint committee, JTC-1, which focuses on information technology and 
its application. Standards developed by ISO and IEC do not, however, cover all areas of 
technology or application. Standards developed by other standards developing 
organizations also are used globally. For example, standards developed by organizations 
such as ASTM International, the American Society of Mechanical Engineers (ASME), the 
American Petroleum Institute (API), the Society of Automotive Engineers (SAE), and 
others are used around the globe to meet specific sector needs, including materials 
standards, boiler and pressure vessel codes, and specifications for piping and fuels. 
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The International Organization for Standardization  
www.iso.org 

ISO is the world's largest (over 20,500 standards) developer 

and publisher of International Standards. ISO is a network of the national standards 

institutes of 162 countries, one member per country, with a Central Secretariat in 

Geneva, Switzerland, that coordinates the system.  

While there is a great deal of standards related information available free of charge 

through the ISO web site, it should be noted that all standards and guides 

are available for sale and can be purchased  via the Internet from the ISO 

Store. ISO gives you the option of downloading ISO standards as electronic 

files in Adobe Acrobat PDF format that you can store on your computer, 

making them available at your desktop instantly. Buying ISO standards as 

ISO International organization for Standardization www.iso.org 

IEC International Electrotechnical Commission www.iec.ch 

ASTM ASTM International www.astm.org 

ITU International Telecommunication Union  www.itu.int/net 

CODEX Codex Alimententarius Commission 
www.codexalimentarius.

net 

 
Regional   

 

 

Africa ARSO 
African Regional Organization for 

Standardization 
www.arso-oran.org 

Americas COPANT 
Pan American Standards 

Commission 
www.copant.org 

Arab 
states 

AIDMO 
Arab Industrial Development and 

Mining Organization www.arifonet.org.ma 

Asia and 
Pacific 

ACCSQ 
ASEAN Consultative Committee for 

Standards and Quality 
http://www.asean.org/accsq-
working-group-on-standards-
and-technical-regulations-
wg3-standards-
harmonization-and-technical-
regulations/ 

 

 PASC Pacific Area Standards Congress http://www.pascnet.org 

CIS EASC 
Euro Asian Council for 

Standardization, Metrology and 
Certification 

www.easc.org 

 
   

Europe CEN Comité Européen de Normalisation www.cen.eu 

  CENELEC 
Comité Européen de Normalisation 

Electrotechnique 
www.cenelec.org 

  ETSI 
European Telecommunications 

Standards Institute 
www.etsi.org 


