A2LA Criteria Council Meeting Summary
Sheraton Columbia Hotel, Columbia, MD

Sunday, April 13, 2008
10 a.m. – 12 p.m.

1. Welcome and Introductions – 
Criteria Council (CC) Chair, Ken Stoub, expressed appreciation to those who have participated in the monthly teleconferences over the past year.  A brief summary was given of issues reviewed during those teleconferences and Technical Advisory Committee (TAC) Chairs were encouraged to adopt a similar system. 
2. Technical Advisory Committee Reports:

· Life Sciences  – Mitzi Miller, LSAC Chair

Major topics during the LSAC meeting included:

· Guidance to elaborate on VIM definitions for calibration, verification, reference standard and reference material.

· Updates to the veterinary program requirements.

· Alignment of Scopes of Accreditation to sub-disciplines or methods.

· Auditing LIMS and raw data for audit trails.

· Concerns related to incubation times.

· Possibility of a forensics DNA accreditation program.

· Options for technology-based Scopes of Accreditation.

· Reference material traceability.
Please refer to the minutes from the LSAC meeting itself for more details on these discussions.

· Materials Testing & Aerospace – Ray Schiltz, MTAC Chair

Major topics during the MTAC meeting included:

· Charpy impact testing.

· Updates to the proficiency testing checklist.

· Updates to the BIFMA requirements.

· Updates to measurement uncertainty categories.

· Differences between test methods and material specifications.

· Revisions to the advertising policy checklist.

· Provisions for providing all checklists to laboratories in advance of the assessment.

Please refer to the minutes from the MTAC meeting itself for more details on these discussions. 
· Measurement – Doug Cowles, MAC Chair

Major topics during the MAC meeting included:

· Formation of a nominating committee for the Vice Chair position.

· Uncertainty issues for Hardness.

· Interim policy on intrinsic standards for salts.

· Guidance on durometer and coils calibration

· Accreditation options for calibration kits.

· Extrapolation of uncertainty estimates.

· Cardinal point calibration and resolution.

· Scope formatting.

· Color/gloss.
· Granite surface plates.
· Calibration certificates vs. OEM specifications.
· Zero guard-banding.

Please refer to the minutes from the MAC meeting itself for more details on these discussions.

· Electro-Mechanical – Beth Hackett, (EMAC Chair TBD)
Major topics during the EMAC meeting included:

· Updates to the EMAC bylaws.
· Election of Benoit Nadeau as EMAC Chair.

· Calibration vs. verification.

· Updates to the EMC annex to the A2LA policy on measurement uncertainty.

· Categorization of EMC equipment for determining appropriateness of calibration vs. verification vs. characterization.

Please refer to the minutes from the EMAC meeting itself for more details on these discussions.
· Construction Materials – Niel Zuern, CMAC Chair

Major topics during the CMAC meeting included:

· Consistency in measurement uncertainty for putting green labs.

· Update to putting green accreditation program requirements.

· CMT oven calibrations.

· Proposal for changes to the method matrix.

· Proposal for changes to the geotechnical program.

· Update of assessor checklists for ASTM methods.

· USACE and FHWA recognition update.

· Proficiency testing requirements for structural steel and fire proofing materials.

· First calibration laboratory accredited for nuclear density gages.

Please refer to the minutes from the CMAC meeting itself for more details on these discussions.
· Medical Testing – George Riley, MedTAC Chair
Major topics during the MedTAC meeting included:

· First medical laboratory accredited in Aruba.

· Update on A2LA’s application for CMS deemed status.

· Measurement uncertainty for medical laboratories.

· Development of information systems guidance.

· Establishment of a proficiency testing task group.

· Means of broadening stakeholder participation.

Please refer to the minutes from the MedTAC meeting itself for more details on these discussions.

· Finally, the CC was informed that the new Proficiency Testing Provider and Reference Material Producer Advisory Committees were meeting for the first time.  Updates on their activities should be expected during future CC meetings.
3. Discussion & Approval Decision:  New Document:  C216 – Specific Checklist:  FCC Technical Assessment Evaluation 
The CC was informed that the FCC requires A2LA to provide laboratories with the information contained in this checklist.  As a result, A2LA copied the exact FCC information into an A2LA document.  A question was raised regarding whether or not the checklist could be done in such a way that it would be in the same format as other A2LA checklists.  Staff clarified that they adopted the FCC document exactly as it appeared on the FCC website to prevent any problems with the FCC’s accepting it.  
Motion:  (B. Nadeau/W. Schaefer)  Accept C216 as a new A2LA checklist as proposed.  Unanimous.  Motion carried.
4. Discussion & Approval Decision:  Revision to R104 – General Requirements:  Accreditation of Field Testing and Field Calibration Laboratories
The CC was made aware of a comment received prior to the meeting which recommended that sections 4.2.S.1.2 and 4.2.S.1.3 be removed from R104 as they are redundant.  

Motion:  (W. Schaefer/G. Riley)  Approve the proposed revision to R104, removing sections 

4.2.S.1.2 and 4.2.S.1.3.  Unanimous.  Motion carried.

ACTION:  T. McInturff to remove sections 4.2.S.1.2 and 4.2.S.1.3 from R104 and finalize the 

document (by April 30, 2008).
5. Discussion & Approval Decision:  Revision to R207 – Specific Requirements:  Environmental Lead Testing Laboratory Accreditation Program and the Corresponding C206 – Specific Checklist:  Environmental Lead Testing Laboratory Accreditation Program
The CC was informed that the EPA had recently published a revision to their “LQSR” which A2LA must now adopt within its environmental Lead (Pb) accreditation program.  It was suggested that R207 be edited to clarify the section on proficiency testing, as the reference to Section 5.9 of ISO/IEC 17025 was considered unclear.  A question was also raised with regard to the tables referenced on the first page of C206 but which did not appear elsewhere in the checklist.  It was the consensus of the CC that the tables should indeed be included in C206.  

Motion:  (D. MacLean/D. Miller)   Approve the revision to R207 (including the edit to the 

section on proficiency testing) and C206 (including the tables that had been previously removed).  Unanimous.  Motion carried.

ACTION:  B. Conner to clarify the section on proficiency testing in R207, include the tables 

referenced on the first page of C206 and finalize both documents (by May 9, 2008).
6. Discussion & Approval Decision:  Revision to Application of ISO/IEC 17025, Section 5.4.7.2 (a) (Handout #5) – 
The following revision to a previously-approved application of ISO/IEC 17025 was proposed:

Question:  What is required for software validation? If off-the-shelf software is used, must a laboratory also verify that software?   

Revised Application: Computers are used in many different aspects of a modern laboratory’s business. Some test equipment has a significant computer function as an integral part of its operation, with software that is not accessible for modification or manual verification. In this case, the laboratory must have supporting evidence that the equipment is capable of performing within the required uncertainty of measurement.

The Note following Section 5.4.7.2 states that commercial, off-the-shelf software “may be considered sufficiently validated.” However, the Note also states that the lab “should validate any configurations/modifications made.” 

Despite the non-committal use of the terms “may” and “should” in the Note to this section, A2LA applies the requirement in Section 5.4.7.2 as meaning This means that any individual spreadsheets, macros or code generated by the laboratory using that commercial software must be validated.  In addition, any use of off-the-shelf software outside of its designed application range must also be validated.
For example, using Excel software within its means would not require validation. However, the lab must validate that its use of that calculation produces a valid result.  For example, Excel can be considered sufficiently validated to calculate the average of numerical values in a range of cells. The lab, however, must still validate that the spreadsheet they produce includes the correct cells and thus calculates the correct value for their needs. Also, if the Excel software is used such that multiple functions are utilized, then validation is required.
When validating software, the laboratory must should be able to demonstrate that the data generated by the software are equivalent to manually generated data across the full range of the equipment, including input and (as applicable) display and printout. Software validation should follow a similar process to that used for method validation (described in Section 5.4.5.3). Objective evidence of software validation would typically include should include, at a minimum: 
· Requirements (in user terms);
· Design (in developer terms);
· Testing (unit, system, user acceptance);
· Configuration Management (version control).
Per section 5.4.7.2 (b), laboratory procedures must should also address the use of the software and operation of computerized systems such that data is protected, including authorized access to and authorized amendment of computer records. The system must be capable of storing and retrieving all entries of and amendments to the data (see Section 4.13).
A question was raised regarding what would be expected by way of validation for spreadsheets developed on a corporate level and used by all labs within the corporate system.  It was agreed that the expectation is that the spreadsheet would still be validated, most likely at the corporate level.  Finally, clarification of the term “multiple functions” at the end of the proposed new paragraph was requested.  

Motion:  (G. Riley/W. Schaefer)  Accept the proposed revision to the application of Section 

5.4.7.2 (a) of ISO/IEC 17025, including the clarification of “multiple functions”.  Unanimous.  Motion carried.
ACTION:  D. Valentine to clarify what is meant by “multiple functions” within the application and then post to the A2LA website (by April 30, 2008).
7. Discussion & Approval Decision:  New Applications of ISO/IEC 17025 Requirements:

Two new applications of ISO/IEC 17025 requirements were proposed.  The CC was informed that both reflect what actual practice has been for a number of years.  
Clause 4.14.1:

Question:  I am a new laboratory getting ready to apply for accreditation.  Do I have to perform a complete internal audit of my management system and testing activities before I can become accredited?

Proposed Application:  Per Section 4.14.1 of the standard, “The laboratory shall periodically, and in accordance with a predetermined schedule and procedure, conduct internal audits of its activities to verify that its operations continue to comply with the requirements of the management system and this International Standard. The internal audit programme shall address all elements of the management system, including the testing and/or calibration activities. It is the responsibility

of the quality manager to plan and organize audits as required by the schedule and requested by

management.”

Therefore, in order to demonstrate compliance with this clause of the standard, the laboratory must be able to provide their internal audit procedure and predetermined audit schedule and must have evidence that they have completed at least a portion of their internal audit (in accordance with their schedule) prior to A2LA’s on-site assessment.  Further, the laboratory must be able to demonstrate that they are acting in accordance with their internal audit procedure and that they are up-to-date on their predetermined audit schedule

Clause 4.15:

Question:  I am a new laboratory getting ready to apply for accreditation.  Do I have to perform my management review before I can become accredited?

Proposed Application: Per Section 4.15 of the standard, “In accordance with a predetermined 
schedule and procedure, the laboratory’s top management shall periodically conduct a review of the laboratory's management system and testing and/or calibration activities to ensure their continuing suitability and effectiveness, and to introduce necessary changes or improvements.”

The management review is a crucial component of the laboratory’s management system that aids in determining whether or not the laboratory’s system is adequate for their use.   Therefore, a laboratory must perform a complete management review (in accordance with their documented procedure and schedule) prior to having their initial on-site assessment by A2LA.  

Concern was expressed over the lack of consistency in the expectations for both requirements, particularly since the same logic may be applied to management reviews as is being applied to internal audits.  Namely, that a management review may be scheduled over several months, too, and may not be done as a single event.  Opinions were divided over whether new applicants should be required to have completed both prior to their assessment or whether new applicants should be required to have started both (but not necessarily completed them) prior to their assessment and in keeping with their pre-determined schedule.  
It was agreed that the issue should be postponed until the next CC teleconference, during which staff was tasked with providing further rationalization and more consistent language for both applications.  Staff was also asked to consider imposing a minimum frequency for conducting both an internal audit and a management review.

ACTION:  T. McInturff to revisit the proposed applications for Sections 4.14.1 and 4.15 and develop more consistent language.  T. McInturff also to consider imposing a minimum frequency for conducting both internal audits and management reviews (by May 31, 2008).
8. Discussion:  A2LA’s Process for Granting Waivers of the Traceability Policy (P102)  

Concerns expressed by a CC member with regard to A2LA’s policy on measurement traceability were discussed.  Several action items for staff were agreed upon to improve the process.

ACTION:  T. McInturff to clarify in the appropriate policy, instructions, etc. that multiple pieces of the same type of equipment with the same traceability path need only be documented in a single waiver request, as long as each piece of equipment is uniquely identified in the request (by May 31, 2008).
ACTION:  T. McInturff to consider a formal “grant/deny” form to be distributed to labs that request a waiver, similar to how the form is used for renewal labs who request a waiver with their application for reaccreditation (by May 31, 2008).
ACTION:  D. Leaman to clarify in the appropriate policy, instructions, etc. that A2LA will assist if an accredited lab, in doing their reverse traceability study, encounters an uncooperative calibration provider by contacting the provider on behalf of the accredited lab, as is already being done in the calibration field (by May 31, 2008).
ACTION:  D. Leaman to consider allowing more latitude in allowing use of an unaccredited OEM rather than requiring a lab to use an accredited calibration provider that may not be fully qualified to perform the calibration needed (by May 31, 2008).
9. New Business:  Revision to C310 – Specific Checklist: Telecommunications Certification Body Evaluation (Handout #9) 
The CC was informed that Telecommunication Certification Bodies (TCBs) must meet the specific requirements from the FCC as outlined in the C310 checklist.
Motion:  (B. Nadeau/C. Pixley)  Accept the proposed revision to C310.  Unanimous.  Motion carried.
Minutes prepared by Teresa C. Barnett, A2LA Quality Manager.
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