U.S. CONFORMITY ASSESSMENT: U.S. CONFORMITY ASSESSMENT APPROACHES USED IN THE U.S.
Conformity assessment is the methodology by which a company’s compliance with voluntary consensus standards or with technical regulations is evaluated. If standards are the rules of the game, conformity assessment is the referee, basically determining which companies are playing by the rules and which are not. 

In the United States, several globally relevant approaches to conformity assessment are used in order to increase user confidence in products, services, processes, or personnel. The decision to use any one conformity assessment method depends ultimately on providing confidence to users and relies on several factors such as risk. 
Conformity assessment approaches used in the United States can be categorized into the following parties:
1st Party Conformity Assessment: is performed by the person or organization that provides the object of conformance.
2nd Party Conformity Assessment: is performed by a person or organization that has a user interest in the object of conformance (e.g. the procurer, purchaser or user).
3rd Party Conformity Assessment: is performed by a person or body that is independent of the person or organization that provides the object, and of user interests in that object.
International Agreements, Arrangements, and Schemes: are multilateral public and private sector commitments to a network of qualified bodies using international standards. They support international trade by encouraging increased global confidence in the results produced by conformity assessment bodies throughout the world.
They can also be categorized by into the following functions (as defined by ISO/IEC Guide 17000:2004): 
Suppliers’ Declaration of Conformity (SDoC): Issue of a statement, by the first party, declaring that fulfillment of specified requirements has been demonstrated.
Testing: Determination of one or more characteristics of an object of conformity assessment, according to a procedure (or a specified way to carry out an activity or a process).
Inspection: examination of a product design, product, process, or installation and determination of its conformity with specific requirements or, on the basis of professional judgment, with general requirements.
Certification: Third-party attestation (or statement based on a decision following a review that fulfillment of specified requirements has been demonstrated) related to products, processes, systems or persons.
Accreditation: Third-party attestation (or statement based on a decision following a review that fulfillment of specified requirements has been demonstrated) related to a conformity assessment body conveying formal demonstration of its competence to carry out specific conformity assessment tasks.
In summary, the following matrix provides an indication of which parties may carry out which functions:
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CONFORMITY ASSESSMENT: U.S. CONFORMITY ASSESSMENT APPROACHES USED IN THE U.S.: 1st PARTY CONFORMITY ASSESSMENT
LOW TO MEDIUM RISK

First-party Conformity Assessment approaches used in the United States include:

First-party Testing
First-party Inspection
Suppliers’ Declaration of Conformity
Testing

	First-party testing is a self-approval procedure, occurring at the end of the design cycle, whereby the responsible party (e.g. the manufacturer, supplier, or importer) takes the necessary steps to determine that one or more characteristics of an object comply with the appropriate technical standards and requirements. 

While first-party testing may be common in internal manufacturing operations, Second-party testing and third-party testing are, in general, the core elements of Conformity Assessment.

Different testing approaches include:

· Pre-market Design Sample Testing
· Post-market Product Testing, including type testing and random testing
First-party testing may be an appropriate conformity assessment approach when:

· The market demands or allows it
· It is used to support of a second conformity assessment approach
· The first party has the facilities, such as a testing laboratory, necessary to perform testing



Inspection

	First-party inspection is a series of examinations of a product design, product, process, or installation that determines its conformity to specific requirements performed directly by the responsible party (e.g. the manufacturer, supplier, or importer). 

First-party inspection bodies may typically inspect against a wide range of functions (e.g. products, services, materials, installations, plant processes, work processes, etc.) and parameters (e.g. quality, quantity, safety, fitness for use, etc.).

Inspection can also be performed as 2nd Party Conformity Assessment or as 3rd Party Conformity Assessment.

First-party inspection may be an appropriate conformity assessment approach when:

· The market demands or allows it
· The first party would like the flexibility and capability to inspect production as needed
· It is used to support a second-party or third-party conformity assessment approach



Suppliers’ Declaration of Conformity (SDoC)
	Suppliers’ Declaration of Conformity is the issue of a statement, performed directly by the first party (e.g. the manufacturer, supplier, or importer), that declares specified requirements have been fulfilled. While the responsible party designates one individual to be a signatory to the suppliers’ declaration, it is generally recommended that conformity assessment results be evaluated by a separate individual. In certain U.S. industry sectors, regulations specify that these conformity assessment results be evaluated by an accredited third-party Conformity Assessment body in order to ensure compliance with the appropriate technical standards and requirements.

SDoC may be an appropriate conformity assessment approach when: 

· The market demands or allows it
· The risks associated with non-compliance are low
· Society has a high tolerance for non-compliance
· Penalties for non-compliance are effective deterrents
· Options for efficient recourse in the event of non-compliance exist
· The industry sector to which it applies is highly dynamic



CONFORMITY ASSESSMENT: U.S. CONFORMITY ASSESSMENT APPROACHES USED IN THE U.S.: 2nd PARTY CONFORMITY ASSESSMENT
MEDIUM TO HIGH RISK
Second-party Conformity Assessment approaches used in the United States include:

Second-party Testing
Second-party Inspection
Testing
	Second-party testing is an approval procedure, occurring at the end of the design cycle, whereby a person or organization that has a user interest in an object (e.g. the procurer, purchaser or user) takes the necessary steps to determine that one or more characteristics of an object comply with the appropriate technical standards and requirements. In the case of second-party testing, testing can serve as the basis for other forms of conformity assessment, including product certification and inspection.

Second-party inspection bodies may typically inspect against a wide range of functions (e.g. products, services, materials, installations, plant processes, work processes, etc.) and parameters (e.g. quality, quantity, safety, fitness for use, etc.).

Second-party testing may be an appropriate conformity assessment approach when:

· The market demands or allows it
Testing can also be performed as 1st Party Conformity Assessment or as 3rd Party Conformity Assessment and is the most commonly used conformity assessment approach.




Inspection
	Second-party inspection is a series of examinations of a product design, product, process, or installation in order to determine its conformity to specific requirements performed by a person or organization that has a user interest in an object (e.g. the procurer, purchaser or user). For example, manufacturers will often inspect the critical components, supplied by an outside source, that will be used in their own finished product.
Second-party inspection may be an appropriate conformity assessment approach when:

· The market demands or allows it
Inspection can also be performed as 1st Party Conformity Assessment or as 3rd Party Conformity Assessment.



CONFORMITY ASSESSMENT: U.S. CONFORMITY ASSESSMENT APPROACHES USED IN THE U.S.: 3rd PARTY CONFORMITY ASSESSMENT
HIGH RISK
Third-party Conformity Assessment approaches used in the United States include:

Third-party Testing
Third-party Inspection
Certification/Registration
Accreditation
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Testing

	Third-party testing is an approval procedure, occurring at the end of the design cycle, whereby an independent Testing Laboratory takes the necessary steps to determine that one or more characteristics of an object comply with the appropriate technical standards and requirements. Testing laboratories are qualified as independent in that they do not possess an interest in the person or organization that provides the object for conformity assessment or any user interests in that object. 

Third-party testing may be an appropriate conformity assessment approach when:

· The market demands or allows it
· The risks associated with non-compliance are high
· The first party and/or second party would like to provide users with an added level of confidence in the object of conformity assessment
· It is required by U.S. regulations to fulfill the requirements for a suppliers’ declaration of conformity
 Testing can also be performed as 1st Party Conformity Assessment or 2nd Party Conformity Assessment and is the most commonly used conformity assessment approach.




Inspection

	Third-party inspection is a series of examinations of a product design, product, process, or installation that demonstrate its conformity to specific requirements and that is performed by an independent Inspection Body. Inspection Bodies are qualified as independent in that they do not possess an interest in the person or organization that provides the object for conformity assessment or any user interests in that object. 

Third-party inspection bodies may typically inspect against a wide range of functions (e.g. products, services, materials, installations, plant processes, work processes, etc.) and parameters (e.g. quality, quantity, safety, fitness for use, etc.).

Third-party inspection may be an appropriate conformity assessment approach when:

· The market demands or allows it
· The risks associated with non-compliance are high
· The first party and/or second party would like to add an provide users with an added level of confidence in the object of conformity assessment
· The first party and/or second party wish to reallocate responsibility for compliance to another entity
Inspection can also be performed as 1st Party Conformity Assessment or 2nd Party Conformity Assessment.




Certification/Registration

	Certification, in some cases referred to as registration, is a third-party attestation declaring that specified requirements pertaining to a product, service, person, process, or management system have been met. In addition to being conducted by an independent party, another characteristic of certification is that it often involves an element of surveillance. Once something is certified as compliant, it is subject to the continuing verification of its compliance both before and after it reaches the market (pre-market and post-market surveillance).
Certification may be an appropriate conformity assessment approach when:

· The market demands or allows it
· The risks associated with non-compliance are high
· The first party and/or second party is mass producing products and characteristics of these products cannot be readily inspected



Accreditation

	Accreditation is a statement from an Accreditation Body, an independent third-party entity, declaring that specified requirements related to Conformity Assessment Bodies have been met and that the accredited body is competent in its function. Accreditation bodies base this evaluation on the following internationally recognized criteria:

For Testing Laboratories,  ISO/IEC 17025:2005
For Inspection Bodies, ISO/IEC 17020:1998
For Certification Bodies, ISO/IEC 17021 (Management Systems), ISO/IEC Guide 65:1996 (Product   Certification), and ISO/IEC 17024:2003
The Accreditation Bodies themselves demonstrate their competence through adhesion to the international criteria specified in ISO/IEC 17011 and subjection to peer review, performed by other national and international accreditation bodies.
Testing Laboratories, Certification Bodies, and Inspection Bodies may choose to be accredited in order to provide their clients (e.g. manufacturers, suppliers, users, etc.) with additional confidence in their qualifications. Choosing to be accredited may also give these conformity assessment bodies a competitive advantage, especially in high-risk sectors, and improve the recognition of their conformity assessment results internationally. 

Certification from an accredited Conformity Assessment Body may be an appropriate conformity assessment approach when:

· The first party and/or second party partake in extensive cross-border trade
· The risks associated with non-compliance are high
· The first party and/or second party would like to add an provide users with an added level of confidence in the object of conformity assessment
In the United States, some accreditation bodies include:

American Association of Laboratory Accreditation (A2LA): The mission of A2LA is to provide comprehensive services in laboratory accreditation and laboratory-related training. A2LA also offers programs for the accreditation of inspection bodies, proficiency testing providers, reference material producers and product certification bodies.     

American National Standards Institute (ANSI): ANSI accredits product and personnel certifiers as well as standards developing organizations. ANSI, through the ANSI-ASQ National Accreditation Board (ANAB) and in partnership with the American Society for Quality, also accredits management systems, testing and calibration laboratories, and inspection bodies.
International Accreditation Service, Inc. (IAS): IAS accredits testing and calibration laboratories, inspection agencies, building departments, fabricator inspection programs and IBC special inspection agencies.

Laboratory Accreditation Bureau (L-A-B): L-A-B was established to provide laboratory accreditation services to independent and captive, testing and calibration laboratories across North America. 
National Institute for Standards and Technology: NIST provides third-party accreditation to public sector parties for the testing and calibration laboratories through its National Voluntary Laboratory Accreditation Program (NVLAP). NIST’s National Voluntary Conformity Assessment System Evaluation (NVCASE) also offers qualified bodies that operate at the accreditation level (laboratory accreditation bodies, accreditors of certifiers, or accreditors of registrars) the opportunity to obtain NIST recognition. 




CONFORMITY ASSESSMENT: U.S. CONFORMITY ASSESSMENT APPROACHES USED IN THE U.S.: INTERNATIONAL AGREEMENTS, ARRANGEMENTS, AND SCHEMES
In international trade, a significant obstacle has been a lack of confidence in the competence of conformity assessment bodies to perform these activities, especially in high-risk cases. Given the important consequences that inappropriate conformity assessment can have on regulators, manufacturers, distributors, users, and many other stakeholders, these groups need additional assurance that the necessary requirements applicable to the products, services, systems, processes and/or materials that they procure have been met. 

However, lack of confidence has often resulted in the implementation of repetitive conformity assessment throughout the global community and burdened stakeholders with the unnecessary costs of these duplicative measures. 

Several international agreements, arrangements, and schemes relieve this burden by establishing networks of internationally recognized accredited conformity assessment bodies that is ultimately based on their national accreditation bodies’ compliance with criteria specified in the international standard ISO/IEC 17011.
The United States participates in each of the following international conformity assessment approaches:
Mutual Recognition Agreements (MRAs)
Mutual Recognition Arrangements (or Multilateral Recognition Agreements) (MLAs)
International Conformity Assessment Schemes
These conformity assessment approaches have provided an effective way to streamline recognition of conformity assessment results across many different countries, thereby increasing user confidence that requirements are being met and bolstering the efficiency of cross-border trade.

Mutual recognition agreements, arrangements, and schemes may be an appropriate conformity assessment tool when:

· The first party and/or second party exports domestic products
· The first party and/or second party imports foreign products
· The first party and/or second party hires foreign personnel
Mutual Recognition Agreements (MRAs)
	Mutual recognition agreements are a formalized government-to-government agreement regarding the principal bodies responsible for conformity assessment, namely conformity assessment and accreditation bodies. This cooperation is agreed to between governments, is legally binding, and specifies that the signing parties will agree to recognize each other’s processes for testing, certification, inspection, and/or accreditation. 

Some well-known mutual recognition agreements (MRAs) include:

Asia Pacific Economic Cooperation Telecom Mutual Recognition Arrangement (APEC TEL MRA)



Mutual Recognition Arrangements (or Multilateral Recognition Agreements) (MLAs)
	Mutual recognition arrangements (also known as multilateral recognition arrangements) are a formalized and voluntarily applied cooperation regarding the principal bodies responsible for conformity assessment, namely conformity assessment and accreditation bodies. This cooperation specifies that the signing parties will agree to recognize each other’s processes for testing, certification, inspection, and/or accreditation thus minimizing duplicative conformity assessment.

Some well-known mutual recognition agreements/arrangements (MLAs) include:

International Accreditation Forum Multilateral Recognition Arrangement (IAF MLA)


International Laboratory Accreditation Cooperation Mutual Recognition Arrangement (ILAC MLA)



International Conformity Assessment Schemes

	Another form of international cooperation among Conformity Assessment Bodies is a variety of conformity assessment schemes where signatories to the schemes have agreed to accept the conformity assessment results of each other’s conformity assessment bodies for certain scopes of activity.
Some well-known international conformity assessment schemes include those of the IEC:

IECEE CB Scheme
IECEx Scheme
IECQ Scheme



� When 1st parties may perform testing, suitability for the market is determined by a third-party testing laboratory.


� When 1st parties may perform inspection, suitability for the market is determined by a third-party inspection body.


� In fact, 1st parties may certify but this is defined as “Suppliers’ Declaration of Conformity” (1st column).





