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1
Purpose
1.1
Measurement traceability is a requirement for ISO/IEC 17025:2005
 accreditation and an important tenet of the laboratory’s management system.
  The purpose of this document is to state how ASCLD/LAB will evaluate traceability per ISO/IEC 17025:2005.  Therefore, to meet customer expectations and to ensure the measurement traceability of testing and calibration activities, the laboratory shall incorporate the concepts of this policy in developing applicable management system policies, programs, procedures and methods.   
2
Scope
2.1
This policy covers the traceability of measurements, measurement instrumentation, measurement equipment, reference standards, and reference materials.
 This policy is applicable to all ASCLD/LAB-International accredited testing and calibration laboratories and laboratories working to achieve accreditation under the ASCLD/LAB-International programs.
3
The Traceability Requirements 
3.1
The requirements for traceability shall be incorporated into the laboratory’s management system.  The vocabulary and definitions of traceability concepts can be found in the International Vocabulary of Metrology (VIM).
  ISO/IEC 17025:2005 Section 5.6 details the criteria that laboratories must meet related to traceability.
3.2
ASCLD/LAB-International accredited laboratories and laboratories seeking accreditation under the ASCLD/LAB-International programs must demonstrate that measurement results have known relationships to accepted references that, where possible, are traceable to the International System of Units (SI) through a National Metrology Institute (NMI) (e.g., National Institute of Standards and Technology [NIST]).    
3.3
The ILAC-P10: 2002
 – ILAC Policy on Traceability of Measurement Results also provides requirements and details on the traceability concept.  ASCLD/LAB acknowledges and will require compliance with these concepts of traceability as follows: 

(a) 
an unbroken chain of comparison going back to stated references acceptable to the parties, usually a national or international standard;

(b) 
uncertainty of measurement: the uncertainty of measurement for each step in the traceability chain must be calculated or estimated according to agreed methods and must be stated so that an overall uncertainty for the whole chain may be calculated or estimated;

(c) 
documentation: each step in the chain must be performed according to documented and generally acknowledged procedures and the results must be recorded;

(d) 
competence: the laboratories or bodies performing one or more steps in the chain must supply evidence of their technical competence (e.g., by demonstrating that they are accredited); 

(e) 
reference to SI units: the chain of comparisons must, where possible, end at primary standards for the realization of the SI units;

(f) 
calibration intervals: calibrations must be repeated at appropriate intervals and the length of these intervals will depend on a number of variables (e.g., uncertainty required, frequency of use, way of use, stability of the equipment).

3.4
Based on ISO/IEC 17025:2005 and ILAC-P10:2002, the following requirements related to traceability must be addressed when laboratories are developing their management system documents:
3.4.1
Equipment shall be designed and operated so as to ensure that calibrations and measurements made by the laboratory are traceable to the International System of Units (SI).
3.4.2
Reference standards shall be calibrated by a body that can provide traceability to the SI.
3.4.3  
Reference materials shall, where possible, be traceable to SI units of measurement or to certified reference materials.

3.4.4 
A program for the calibration of laboratory equipment and reference standards shall be documented and include:
3.4.4.1 
A program and procedure for establishing the appropriate intervals to perform calibrations.

3.4.5     
A procedure and schedule for intermediate checks of equipment, reference standards and reference materials shall be documented.  

3.4.6
Procedures for changing the interval of calibration or the interval of intermediate checks of calibration status shall require that any change be based on empirical data.
3.4.7
A program and procedure for the evaluation of suppliers of calibrations, reference standards, and reference materials to confirm the chain of traceability shall be documented.  When used to establish traceability, calibrations, reference standards, and reference materials are viewed as critical consumables, supplies, and services per ISO/IEC 17025:2005, Clause 4.6.4.
3.4.7.1
ASCLD/LAB-International accredited calibration laboratories shall use an external calibration laboratory accredited to ISO/IEC 17025:2005 (see 3.4.7.5) for all calibrations of reference standards and for equipment where the calibration of the equipment has a significant effect on the accuracy or validity of the laboratory’s sampling or calibration result. 
3.4.7.2
ASCLD/LAB-International accredited testing laboratories shall use an external calibration laboratory accredited to ISO/IEC 17025:2005 (see 3.4.7.5) for all calibrations of reference standards and for equipment if the calibration of the equipment has a significant effect on the accuracy or validity of sampling or a test result.
3.4.7.3
For equipment where the calibration does not have a significant effect on sampling, the test result, or the calibration result, ASCLD/LAB-International accredited laboratories must determine if a calibration will be performed and what constitutes a reliable calibration laboratory.    
3.4.7.4
Reference material from an NMI or a Reference Material Producer that is accredited to ISO Guide 34:2009
 in combination with ISO/IEC 17025:2005 (see 3.4.7.5) is considered to have valid traceability.
3.4.7.5
A laboratory accredited to ISO/IEC 17025:2005 by an accrediting body that is a signatory to the IAAC
 MultiLateral Recognition Arrangement or the ILAC Mutual Recognition Arrangement
 will be acceptable.
NOTE Laboratories accredited to ISO/IEC 17025:2005 by non-IAAC MLA or ILAC MRA signatory accrediting bodies will be evaluated on a case-by-case basis by ASCLD/LAB.
3.4.7.6
Supplier approval and traceability shall be part of the records retained by ASCLD/LAB-International accredited laboratories or laboratories working to achieve ASCLD/LAB-International accreditation.
3.4.8
A measurement assurance program shall be documented.
  The program shall be designed to maintain confidence in the calibration status of the equipment, reference standard(s), and reference material(s) used in a test or calibration method, as well as to ensure the validity of the test or calibration method.
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ASCLD/LAB customers should use this document in conjunction with AL-PD-3054 for conformance with ASCLD/LAB traceability of measurement results, reference standards, and reference materials policy requirements.








NOTE AL-PD-3006 Measurement Traceability Policy and AL-PD-3007 Traceability Discussion are withdrawn, effective August 5, 2011, and should no longer be used for conformance with ASCLD/LAB traceability of measurement results, reference standards, and reference materials requirements.




















	NOTES








� 	International Organization for Standardization (ISO), ISO/IEC 17025:2005 General requirements for the competence of testing and calibration laboratories (Geneva, Switzerland: ISO, 2005).  Available for purchase at � HYPERLINK "http://www.iso.org/iso/iso_catalogue.htm" �http://www.iso.org/iso/iso_catalogue.htm� or from other authorized distributors.





	Additional information about ISO is available at � HYPERLINK "http://www.iso.org/iso/home.html" �http://www.iso.org/iso/home.html�. 





�	ISO, ISO/IEC 17025:2005 – Section 1.4 – Note 1: “The term ‘management system’ in this International Standard means the quality, administrative and technical systems of a laboratory.” 





�	ISO, ISO/IEC 17025: 2005 - Sections 5.6: “Measurement Traceability” requirements.





� 	Joint Committee for Guides in Metrology (JCGM), International vocabulary of metrology – Basic and general concepts and associated terms (VIM), 3rd ed. (Sèvres, France: International Bureau of Weights and Measures [BIPM]-JCGM 200, 2008).  Available for download at � HYPERLINK "http://www.bipm.org/en/publications/guides/vim.html" �http://www.bipm.org/en/publications/guides/vim.html�. 





	Even though the electronic version of the 3rd edition of the VIM is available free of charge on the BIPM’s website, copyright of that document is shared jointly by the JCGM member organizations (BIPM, IEC, IFCC, ILAC, ISO, IUPAC, and OIML).





�	International Laboratory Accreditation Cooperation (ILAC), ILAC-P10 ILAC Policy on Traceability of Measurement Results (ILAC: Rhodes, Australia, 2010).  Available for download at � HYPERLINK "http://www.ilac.org/documents/ILAC_P10_2002_ILAC_Policy_on_Traceability_of_Measurement_Result.pdf" �http://www.ilac.org/documents/ILAC_P10_2002_ILAC_Policy_on_Traceability_of_Measurement_Result.pdf�.  





	Additional information about ILAC is available at � HYPERLINK "http://www.ilac.org/" �http://www.ilac.org/�.





�	ISO, ISO Guide 34:2009, General requirements for the competence of reference material producers (Geneva, Switzerland: ISO, 2009).  Available for purchase at � HYPERLINK "http://www.iso.org/iso/iso_catalogue.htm" �http://www.iso.org/iso/iso_catalogue.htm� or from other authorized distributors. 





�	InterAmerican Accreditation Cooperation (IAAC) “is an association of accreditation bodies in the Americas and other organizations interested in conformity assessment” (IAAC website).





	Additional information about the IAAC is available at � HYPERLINK "http://www.iaac.org.mx/English/Index.php" �http://www.iaac.org.mx/English/Index.php�. 





�	A listing of current IAAC MLA signatories may be viewed at � HYPERLINK "http://www.iaac.org.mx/English/Members.php" �http://www.iaac.org.mx/English/Members.php�.   A current listing of ILAC MRA signatories may be viewed at � HYPERLINK "http://www.ilac.org/ilacarrangement.html" �http://www.ilac.org/ilacarrangement.html�.





�	ASCLD/LAB Definition - Measurement Assurance: Practices put in place to monitor a testing or calibration process and/or the reference standards or reference materials used in a process.
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