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1. Introduction

The International Committee for Weights and Measures (CIPM) Mutual Recognition Arrangement (MRA) requires that signatory National Metrology Institutes (NMIs) and Designated Institutes (DIs) establish and maintain a Quality System, referred to in this document as a Quality Management System (QMS). Unlike with the review of the calibration and measurement capabilities (CMCs), the MRA is not explicit on how signatory NMIs review, gain confidence and accept each other’s quality management systems.  It is understood that a quality management system is required to ensure that an NMI or DI is able to provide reliable services consistent with their stated CMCs.

With regard to the establishment of a QMS, the MRA provides for the following approaches:

a) an NMI that chooses for its calibration and measurement services a quality system that meets the requirements of ISO Guide 25
 or equivalent for an NMI, assessed by an accreditation body fulfilling the requirements of ISO Guide 581, declares its calibration measurement capabilities and submits them to the local RMO for review and transmission to the Joint Committee for analysis and inclusion in Appendix C.

b) an NMI that chooses to use a different way of assuring quality or chooses a different quality system, or ISO Guide 251 without third-party assessment, for its calibration and measurement services declares its calibration and measurement capabilities and submits them to the local RMO for review and transmission to the Joint Committee for analysis and inclusion in Appendix C.

Demonstration of competence and capability may require visits and examination of procedures by an NMI and/or by peers selected by the local RMO.

It is the responsibility of SIM to review the quality management systems operated by its member NMIs and DIs and to report on their acceptance or otherwise to the Joint Committee of the Regional Metrology Organizations and the BIPM (JCRB).  The JCRB in turn uses this process to help build confidence among the Regional Metrology Organizations (RMOs) by establishing transparent QMS review guidelines, which are mutually acceptable among all RMOs. 

The purpose of this document is to describe the process and requirements for submitting, reviewing, and reporting on quality management systems particularly those supporting CMCs of the NMIs and DIs.

The scope of the document includes quality management systems submitted by NMIs and DIs of SIM whether signatories of the CIPM MRA or not.

2. 
SIM Quality System Task Force Operations

Resolution CR04/05: A task force will be set up to review QS implementations in SIM members for the purpose of the CIPM MRA, which will be formed by CIPM-MRA signatories. The chairperson of the QSTF will be appointed by the Council.

The General Assembly ratified all Council Resolutions of the year 2005 with no amendments. 
This task force is henceforth referred to as the SIM Quality System Task Force (SIM QSTF).

The Council also agreed to the following general guidelines:

· any SIM Member NMI can request the review of its quality management system, even if it is not yet a signatory of the MRA;

· a meeting to review the QMS of NMIs will be held at least once a year.  The meeting will be open to all SIM members and observers from other RMOs, and will provide the opportunity for discussion and comments. SIM QSTF decisions will be made by the representatives of the SIM signatories to the CIPM MRA;

· the Task Force will assess whether or not the quality management system of each NMI complies with the requirements of the CIPM MRA.  If it does not comply, the SIM QSTF will ask for additional information and/or corrective actions;

· NMIs may choose to present their quality management system in parts, covering different calibration and measurement services; and

· the quality management system review procedure will also apply to designated institutes (who must make the request for a review through their SIM Member NMI).


3. Guidelines

3.1. General Guidelines

3.1.1. It is the responsibility of the SIM QSTF to review the quality management system of each NMI and DI. The NMI or DI must make its Quality Manual (in its original language) available to the SIM QSTF, and submit a description (in English) of the quality management system, for its calibration and measurement services, which includes but is not limited to the following:

· organizational structure of the NMI or DI;

· quality management system policies, objectives and responsibilities;

· detailed table of contents of the quality manual;

· list of administrative and technical procedures;

· cross-reference table between ISO/IEC 17025  and/or ISO Guide 34 (where applicable) and the quality documentation of the NMI or DI;

· list of CMCs covered by the quality management system under review;

· statistics on customer complaints, nonconforming work and corrective actions covering at least a period of one year prior to submission (entire year may not be available for a new service);

· summary of internal audit reports, which include names and bios of the auditors, scopes and dates of the audits, findings, recommendations, actions taken or to be taken and effectiveness of these actions, as available;

· summary of recent management reviews, which include actions related to achieving improved quality; and 
· summary of on-site peer reviews (see 3.2). 
3.1.2. The documentation should be sent to the SIM QSTF at least 4 weeks prior to the review meeting. Guidelines for documentation are available on the SIM QSTF website as is the required template for the documentation. The exact deadline for the submission of the documentation for each meeting will be announced by the chair at least 8 weeks prior to the meeting.  A summary of the submitted documentation will be presented at a QSTF meeting by a representative of the NMI or DI under review either responsible for or knowledgeable about the QMS.  
3.1.3. The quality management system operated by the NMI or DI should be:

· accredited or self declared to ISO/IEC 17025 or equivalent for an NMI or DI; or

· accredited or self declared to the requirements of ISO Guide 34 pertaining to National Metrology Institutes or Designated Institutes providing certified reference materials.

3.1.4. All declared CMCs must be covered by a quality management system.
3.1.5. The SIM QMS Review Process includes on-going monitoring of the quality management system of the NMIs and DIs. Each NMI and DI shall promptly notify the SIM QSTF of any major changes that affect its measurement capabilities, the validity of its accreditation or self declaration status, or the coverage of its declared CMCs. An annual report is also required from each NMI and DI having declared CMCs to document whether significant changes have occurred that might affect the continued delivery of those CMCs.  The annual report (template on the QSTF website) must be sent to the QSTF Chair by January 31st of the following year.   Upon notification of significant changes, the SIM QSTF will take appropriate action.

3.1.6. The quality management system of each NMI and DI will be reviewed at least once every five years by the QSTF (see 3.3).

3.1.7. The SIM QSTF must satisfy itself that, through its review process, the quality management system operated by the NMI or DI is effective and complies with the applicable requirements of ISO/IEC 17025 Standard and/or ISO Guide 34 as appropriate. 

3.1.8. In addition to the requirements of the quality management system, the review process may also take into account:

· knowledge of the NMI’s or DI’s capabilities through active participation in SIM projects and activities;

· other available knowledge and experience, such as scientific and quality related publications; and

· participation in scientific and training activities, visits and consultation with technical and quality experts from other RMOs.

3.1.9. If considered necessary, the SIM QSTF may request that an additional on-site peer review be undertaken, in order that the accredited or self-declared ISO/IEC 17025 or ISO Guide 34 NMI or DI may demonstrate confidence in their ability to deliver their claimed CMCs in the long run. 
3.1.10. Over and above the general guidelines presented above, the following special considerations apply to accredited laboratories.

· The claimed CMC uncertainty must not be smaller than the accredited uncertainties documented in the scope of accreditation.

· The NMI or DI must submit the name of the accreditation body, the period covered by the accreditation, and the names and bios of the technical assessors who were involved in the assessment of the institute’s capabilities.
· The Accreditation Body must operate according to ISO/IEC 17011 and should be a signatory to the ILAC MRA.
3.2.   On Site Peer Review and/or Assessment
3.2.1 Whether self-declared or accredited the QSTF requires the QMS to undergo an on-site peer review prior to and within 18 months of the QMS presentation.  If approval is delayed to a subsequent QSTF meeting and as a result goes beyond the 18 months following the peer review, the 18-month requirement is waived.  (Institutions that are accredited and not self-declared must present to the QSTF within 18 months of the original peer review or the last accreditation maintenance visit).  NMIs or DIs are to arrange for on-site peer reviews of their quality management systems consistent with the following guidelines. The reviewers as a group must have expertise in the management and technical requirements of ISO/IEC 17025 and/or ISO Guide 34 (where applicable).  The NMI or DI must demonstrate that the team composition meets the following minimum requirements:

· experience in assessing Quality Management Systems of NMIs
· knowledge and experience assessing the management requirements of ISO/IEC 17025 and/or ISO Guide 34 including but not limited to ensuring appropriate policies regarding qualifications and neutrality of personnel, provision of appropriate supervision, ensuring confidentiality of results and impartiality of staff, policies regarding document and records control, demonstration of a commitment to customer service, appropriate handling of complaints, policy for addressing nonconforming work and corrective actions, procedure for regular internal audits and management reviews
· knowledge and experience assessing the technical requirements of ISO/IEC 17025 and/or ISO Guide 34 relevant to the field of the CMCs supported by the QMS,  including test and calibration methods,  measurement uncertainty assessments, and method validation 
For accredited NMIs and DIs, the accreditation assessment may be acceptable to the QSTF as the onsite peer review depending on the qualifications of the assessors involved.
Normally the review would be by a panel of reviewers external to the NMI.  In the case of large NMIs with many qualified reviewers external to the actual organization being reviewed, reviewers internal to the NMI but independent and outside the management chain of the organization being reviewed might also be acceptable to the QSTF.  NMIs interested in using internal reviewers for their on-site peer reviews must present their case to the QSTF for approval.  In evaluating such requests the QSTF would consider whether the proposed process presented by the NMI would result in independent reviewers with strong qualifications.  Once approval is achieved, they will need to continue to demonstrate the independence and qualifications of their reviewers on a continuing basis.  To date INTI and NIST have presented quality systems for approval in which they have met these requirements. 
In all cases the SIM QSTF will take into account the qualifications and independence of the on-site peer reviewers in evaluating their report.
3.2.2 The onsite peer review report should cover all of the management and technical requirements of ISO/IEC 17025 (Sections 4 and 5) and/or ISO Guide 34 (where applicable).  The summary of the peer review report shall include:

· names and biographies of the reviewers detailing their relevant technical expertise in assessing quality management system supporting the relevant CMCs (e.g. quality expert, subject matter expert, etc.); 
· scopes and dates of the reviews;
· findings, recommendations, actions taken and their results, and/or action plans to be taken; 
· list of the CMCs covered by the procedures for which the QMS is being assessed; and 
· conclusions of the reviewer(s) related to the compliance of the QMS and its effectiveness in supporting the CMCs.
The monitoring or surveillance visits, which are part of the accreditation process, do not qualify because they are not complete, lack depth and breadth, and consequently do not provide necessary information to the QSTF on which to base their decision.
3.3.   Re-approval of QMS and Monitoring Vitality of Published CMCs
SIM QSTF approved quality management systems must be reviewed and approved within 5 years of the last QSTF approval (see 3.1.6).  Failure to obtain re-approval will lead to the Executive Secretary of the JCRB being informed that the relevant CMCs are no longer supported by an approved quality management system.
a.  Re-approvals of the QMS require a recent on site peer review (see 3.2).
· b.  Re-approvals also require evidence accumulated over the last several years supporting the existence of a robust quality management system including regular internal audits and management reviews, handling of customer feedback, nonconformities and corrective actions, appropriate record keeping, action plans to address noted deficiencies and the results of actions taken, and related items.  The following documents need only be submitted for re-approval, if there have been significant changes since the last review: 
· organizational structure of the NMI or DI;

· quality management system policies, objectives and responsibilities;

· detailed table of contents of the quality manual;

· list of administrative and technical procedures;

· cross-reference table between ISO/IEC 17025  and/or ISO Guide 34 (where applicable) and the quality documentation of the NMI or DI;

c.   Information on the status of the CMCs covered by the QMS consistent with the annual reporting requirements including, for example:

· when the CMCs were last updated

· performance on key and other comparisons

· personnel and facility changes that might affect the delivery of the CMCs

· management changes that might affect the delivery of CMCs

· customer feedback regarding delivery of CMC services 
If the evidence for the “vitality” (information in 3.3c and list of publications, collaborations, and other activities related to the calibration and measurement capabilities of the NMI or DI in the area of consideration) of the CMCs is determined to be insufficient, the QSTF Chair will notify the Technical Committee Chair.  Deficiencies in the evidence for the vitality of CMCs do not preclude re-approving the quality management system itself.
4. SIM Reports to the JCRB

The SIM report on quality management systems to the JCRB aims to provide information on the status of QSTF approval of the quality management system for each NMI and DI within SIM (including CMCs covered) and whether the quality management system is accredited or self declared.  The SIM representative to the JCRB is responsible for reporting on the status of the quality management system of SIM NMIs and DIs to the JCRB, according to the format required by the JCRB.  The SIM report to the JCRB will also includes a brief summary of the annual reports submitted by the SIM NMIs and DIs as mentioned in Section 3.1.5 above.  The summary will highlight any changes affecting the delivery of CMCs.
The Chair of the QSTF is responsible for reporting changes in the status of the quality systems supporting existing and proposed CMCs to the Executive Secretary of the JCRB and, in the case of new CMCs in the review process, also the SIM Technical Committee Chair.
5. 
Rules of Procedure

5.1. Members

The SIM QSTF is composed of one voting delegate from each SIM member NMI, which is also a signatory to the CIPM MRA. Each delegate represents his/her NMI as well as any Designated Institutes associated with the NMI (quality management systems of designated institutes must be presented to the QSTF by the designated institute) 
5.2. Chair

The Chair of the SIM QSTF is designated by SIM Council. The Chair is responsible for the operation of the SIM QSTF and is a non-voting member.

5.3. Attendees

The SIM QSTF meetings are generally open to observers from all SIM members, representatives from other RMOs, and representatives from other Metrology related Organizations. On occasion, the QSTF chair may declare part of the meeting in camera allowing QSTF members to discuss internal QSTF matters and formulate policy.
5.4. Resolutions

A quorum of 50% of the members is required for the QSTF to conduct business.  Resolutions are made by a simple majority of the members voting either for or against a resolution. All members in attendance during the presentation can vote excluding the member representing the country or economy making the presentation.  The minutes of the QSTF will be made available to the representatives of the SIM in a timely fashion, and archived for at least five years following approval.
An NMI or DI can appeal a negative decision of the QSTF regarding their QMS presentation if they received support amounting to at least 35% of the votes cast. The appeal goes first to the QSTF Chair for decision within seven days; if necessary, the Technical Committee Chair will render a final decision on the appeal. For appeals brought forward by NMIs or DIs from the home country of the QSTF Chair or the TC Chair, these individuals will recuse themselves from the appeal process.
5.5. 
Updating SIM09

This document must be continually reviewed and periodically updated to reflect the changing requirements on the SIM QSTF as a result of JCRB decisions and other factors.  While the document needs to be current, it is also important that substantive changes be reported to the SIM Council as soon as practicable.  It is also the responsibility of the QSTF Chair to report on the status of SIM09 and the QSTF annually to the SIM General Assembly.
� ISO Guide 25 has been superseded by  ISO/IEC 17025 Standard


� ISO Guide 58 has been superseded by ISO/IEC 17011 Standard
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