Life Sciences Advisory Committee (LSAC) Meeting Summary
Saturday, April 12, 2008

SUMMARY
The 37th meeting of the A2LA Life Sciences Advisory Committee (LSAC) was held on Saturday, April 12, 2008 at the Sheraton Columbia Hotel in Columbia, MD.

1. 
Introductions – (8:15 a.m.)

M. Miller, Chairperson of the LSAC, opened the meeting by welcoming all attendees and initiating introductions. 
2.
Approval of Last Meeting Summary
M. Miller opened the floor to comments or questions concerning the summary of the 36th meeting of the LSAC.  None were forthcoming.  

Motion #1:  Approve the summary of the 36th meeting of the LSAC with no amendments. (Motion passed unanimously)
3.  
LSAC Agenda Approval

A request was made to modify the existing agenda by moving items 10 and 9 to discussion items 6 and 7, respectively in order to accommodate the schedules of several members in attendance.  

Motion #2:  M. Miller entertained motion to approve the agenda. The motion was made by G.


Rodrigues and seconded by P. Royal.  (Motion passed unanimously)

4.  2008 LSAC Officer Nominations

M. Miller discussed the process of officer nominations and requested two volunteers from the group to join her in forming the ad hoc nominating committee.  The following individuals volunteered to join the ad hoc nominating committee to identify potential officers of the LSAC:  D. Tholen and A. Gordon.

Motion #3:  Al Liabastre motioned for approval of the choice of the previously mentioned volunteers for the ad hoc committee.  Jim Scott seconded the motion.  (Motion passed unanimously)

Action Item #1:  Ad hoc nominating committee to submit proposed names of potential officers to the LSAC chair by June 30, 2008

5.
Discussion:  Reference materials / Reference Standards Terminology  

K. Stoub presented a glossary of terms for the group discussion which he had drawn together from a variety of sources, some of which were augmented with examples from the author.  He suggested that a document such as this could be used to ensure that there is common meaning amongst all parties involved in the accreditation process.  He noted that some terms differed in application and need, and he used as an example the definition of calibration which is sometimes a comparison, sometimes an adjustment and as such floated the idea of perhaps separating calibration laboratory language from testing laboratory accreditation program language.
M. Moore recommended that to gain consistency we should be moving away from some of the older definitions and begin using the new VIM definitions.  D. Tholen noted that the drafters saw it not so much as a dictionary but as a way of thinking and suggested we try to work towards making definitions that labs and assessors can use and which don’t violate the VIM but are also understandable (i.e. Can we get rid of incorrect usage of terms, while not offending those who understand the VIM?).
K. Stoub brought up the point that the new version of the VIM has moved away from concepts primarily associated with calibration to encompass additional perspectives from other fields of testing.  However we are still struggling with definitions such as the meaning of validation.  It was suggested that it be defined as a verification where specified requirements are adequate for an intended use (VIM).  A question was asked if this definition was restricted to standard methods only or if it would be relevant to in-house methods?  P. Royal asked if there might be a distinction between qualitative and quantitative tests, and if so how this would be applied.  K. Stoub indicated that it would apply to both types of testing.
K. Stoub then introduced the equipment calibration and verification tables:
A question arose regarding the purpose of the table that he was presenting.  While K. Stoub stated that this document should be considered as requirements for assessors to use in performing assessments there was disagreement expressed with this approach.  Rather, it was suggested that it be used as guidance only (at least initially) since often specific program requirements clarify the calibration needs for laboratories and because the committee was not in consensus on these matters.  K. Stoub stated that at this point it is just a “straw man” with further consideration needed in order to create a stronger document.  It was suggested that if it was adopted by the committee it would also be sent to the Criteria Council for approval before being applied.
Weights: There was a discussion on necessary calibration intervals and A. Liabastre mentioned that there is a new ILAC document ILAC G 24:2007 that provides recommendations and noted that the OIML is another source of calibration information. M. Moore noted that both ASTM and NIST offer recommended practices for weight calibration intervals (www.NIST.gov) as does the NVLAP website. She emphasized that the lab has control over deciding the calibration interval. The question was raised about the need for the group to address the issue to determine if a laboratory can do their own calibrations of a reference mass and if so what would be allowed?  What is the distinction between reference weights and working weights?  D. Mettler noted to the group that she has seen some labs get a certificate for one set and then do a T9 calibration from then on for each. M. Moore asked what is an acceptable uncertainty for these calibrations. V. Cooke noted that it would be useful for A2LA to provide the laboratories with examples of uncertainty for reference weights for their use.   To that K. Stoub told the group that the A2LA Measurement Uncertainly policy has an example for masses and noted that the NIST website has examples as well. Another person asked what is required in terms of record keeping for T9 calibrations?  The weights would need to be traceable through the balance or through a recognized accredited calibration service, or they can follow T9 and use traceable weights and have it done either by staff or a vendor (as a contract employee). G. Rodrigues stated that if a balance is serviced and the vendor provides adjustment, the laboratory would still need to evaluate the effect of this by performing a T9 on the balance after its service. Summary of group discussion regarding balance calibrations:  A non-accredited calibration vendor can be used as long as the weights are traceable and procedures and training records are available. 
Thermometers: M. Moore-the practice of ice point and boiling point is going away. Calibration experts now do calibrations within the range of use noting that ASTM E77 is now under review.  
A. Liabastre stated that we need to focus on fit for use and that NIST recommends to use ice point because it is linear across the range of use. P. Royal emphasized the need for this approach also to be applied to vacuum and ashing (high temperature) ovens. D. Mettler offered the suggestion that laboratories should check at “ice point, boiling point, or range of use” as this approach would satisfy everyone. 
Stage Micrometers/ Gauge blocks: R. Peters brought up the situation of a stage micrometer vs. an ocular micrometer and which is being actually used in measurement.  There was agreement that the stage is not usually used for this purpose.  P. Engler identified gage blocks as another item for consideration.

Other:  M. Miller brought up the issue of the use of reference materials that are used in support of unusual equipment.  She mentioned the paddle mixers used in USP dissolution and stated there are no accredited wobble calibrators. The measurement is the tablet dissolution. USP tables are reference materials and she sought feedback from the group as to what is considered quality critical and whether this needs to be calibrated.  R. Brauninger noted that since the end point of the test was the dissolution of the tablet and since the USP material is considered traceable that the paddles themselves need not be separately calibrated.  However there was no consensus from the group on this point and no resolutions were put forth. 
Motion #4:  M. Miller made the motion to have K. Stoub to take the suggestions that were offered in order to update the table. This was seconded by R. Brauninger. (Motion passed unanimously).
Action Item #2: K. Stoub to update table and provide this document to the full committee. To be completed by June 30, 2008.

Motion #5:  M. Miller entertained motion to have R. Peters conduct research to determine minimum actions needed for stage micrometers or ocular micrometer as reference standards for microscopy.  Motion supported by G. Rodriquez. Seconded by D. Archer. (Motion passed unanimously).
Action item #3:  R. Peters to conduct research to determined minimum actions needed for stage micrometers or ocular micrometer as reference standards for microscopy and for P. Engler to conduct research to determine the minimum requirements for gage blocks. They both are to provide the results of their research to the committee (sent to R. Brauninger).  To be completed by May 31, 2008.  

6.
Update on the A2LA Veterinary Program (M. Torres)

M. Torres initiated the conversation regarding the April 2008 draft of “R216 – Specific Requirements: Veterinary Diagnostics Testing Laboratory Accreditation Program”. The goal was to discuss and compare selected sections of the new and old R216 requirements.  The Criteria Council had previously recommended and affirmed the portion of the existing language regarding R216 personnel requirements in September 2007.  The requirement for “Board Certified Clinical Veterinary Pathologist or equivalent” is more prescriptive than what is stated in the OIE Quality Standard & Guidelines for Veterinary Laboratories:  Infections Diseases (2008) or ISO/IEC 17025:2005.  These two Standards form the basis for the R216 requirements.  This concern, originally raised by P. Royal, needs clarification because it appears in several portions of the R216 requirements.  The April R216 draft document as presented to the LSAC suggested new wording to address this concern. 

The discussion that ensued raised many opinions from labs and assessors suggesting A2LA should first stay true to the OIE wording and 17025.  T. Buffington mentioned that the OIE is widely recognized internationally as a standard for veterinary laboratories and has been a guideline for her laboratory organization (National Veterinary Sciences Laboratories).  C. Pixley stated that we need to use caution in using such prescriptive language so that we do not create a barrier to accreditation with our international laboratories. A. Liabastre cautioned that we should not be getting into the practice of writing standards.
There were others who favored the OIE/17025 alignment, but raised some additional points for consideration specific to veterinary diagnostic laboratories.  P. Royal reiterated that the existing program requirements incorporated some points that go beyond 17025 and the OIE that some veterinary laboratories support.   For example the calibration/verification table in the existing document was derived from other outside sources.  D. Archer said the current and more prescriptive requirements may support some unique cases.  For instance, if you have a toxicologist they may have one opinion and a DVM may state another decision.  Yet, if we can evaluate that need so that we are able to address the deficiencies that an organization may have, the combination of OIE and 17025 is appropriate.  P. Royal, cautioned that there is a need to consider personnel qualifications if he or she is issuing an opinion.
The group discussed that veterinary laboratories may need to consider certain regulatory or government requirements.  A discussion ensued in which the requirements could be made as notes in the existing standard and the laboratories directed to guidance documents.  
M. Miller then moved to appoint M. Torres chair of a task group to address the issues described below.  Motion carried unanimously. Volunteers were then sought to join the group and the following individuals indicated a willingness to participate: P. Royal, A. Liabastre, T. Buffington, G. Rodrigues, D. Archer, and D. Mettler. 

Motion #6:  M. Miller entertained a motion for a decision to align the new OIE Standard with ISO/IEC 17025:2005 by A. Liabastre and seconded by C. Pixley.  The motion carried with seven abstentions, nineteen in favor, and one negative.

Action Item # 4:  Task group will generate a revised Veterinary Diagnostic Program requirements document based upon ISO/IEC 17025:2005 and the recently issued OIE requirements.  To be submitted for comment to the LSAC by July 31, 2008 so that it may be submitted for consideration in time for the August 2008 CC teleconference.

Motion #7:  A. Liabastre made the motion seconded by J. Scott that the calibration/verification intervals in the existing Veterinary Program requirements document be evaluated for consistency with ILAC G24 / OIML D23.  The motion carried with one abstention, twenty in favor, and no negatives.

Action Item #5 Task group to evaluate the Veterinary Program document with ILAC G24 / OIML D23 after the alignment of 17025 and OIE.  To be completed and submitted to the full committee by July 31, 2008.

7.
Aligning life sciences scopes by technological subdisciplines / Tracking Proficiency Testing and QC activities

R. Brauninger spoke to the group on the progress being made by an informal group of assessors and staff members towards trying to make for an easier review of life science laboratory’s proficiency testing activities.  He explained that unlike other areas of accreditation, discerning what activity relates to which scope method or analyte can be problematic, and a challenge arises in that the PT data A2LA gets is difficult for us to decipher without contacting the laboratory or assessor.  
R Brauninger described the groups’ approach as trying to organize the life science Scopes (Biological and Chemical fields of testing) in a table format by following the technological sub-disciplines identified in the A2LA Proficiency Testing Annex. In this way it is hoped that constructive changes will occur in the following areas: First, it will organize the Scopes so that they appear more consistent across the board; Second, the table format would allow for additional columns being added that could represent the laboratory’s 4 year plan adjacent to each method, it would help streamline the tracking of PT and QC activities for assessors as well as staff; and Third, because the number of activities is tied to the number of sub disciplines, it will help facilitate laboratory compliance with A2LA’s proficiency testing policy and those programs having additional specific requirements such as for Environmental testing and the AOAC food testing guidelines.  It was noted that Chemical scopes were being further subdivided by detector type but that it was not easy in all cases to create categories.  Based on this several questions were brought up by laboratories including the question on  whether there was a need for a separate PT event for every GC detection method and whether there needs to be guidance on participation for differences such as with ion and gas chromatography. 

The discussion then addressed sub-disciplines where it was noted that the definition as used by ILAC P9 is undergoing review.   D. Tholen mentioned that ILAC direction generally is for the laboratories to define their own sub-disciplines.  EEE-PT is also working in that direction. Both groups recognize that ILAC P9 is insufficient, but they cannot decide what guidance to provide.  A lot depends on the availability and affordability of PT programs.  He noted that A2LA’s competition is relatively easy on PT. He suggested that instead of matrices or materials that are being tested we might go by testing technology.  We might want to define sub-disciplines in a functional manner.  PTs are really looking at the monitoring of validity of the test as distinguished from demonstrating competence. M. Moore indicated that the VIM description of subdiscipline actually refers to matrix and not to testing technology and so this might be something to consider.  D. Tholen noted that APLAC looked at the concept of  benchmarking PT in various fields of testing based on current practice in areas where PT is available; he indicated that for example, Medical is 10 events per year, environmental is 2 events per year, etc. 
The group contended that the present A2LA policy states “subdisciplines” and it was suggested that the group needs to remain consistent with this approach.  The question arose over whether there were an adequate number of categories being considered sub-disciplines.  Several options were raised:  Consider chromatography as a subdiscipline regardless of the detector; or consider each combination of chromatography and detection a sub discipline; or consider each matrix and technology as a subdiscipline. All agreed that we would NOT require an analyte to be a subdiscipline. K. Stoub mentioned that the complexity of the detector plays a role in competence of the lab.  P. Royal brought up the concept of using a method as a subdiscipline.  AOAC has other definitions. It was noted in consideration that this may need to be looked at again in the near future since ILAC P9 (which is the basis for the A2LA PT policy requirements) is under revision. At this time the ILAC committee cannot agree on the subdiscipline definitions and are going to allow the labs to define these. Also since the Chemical subdiscipline crossed over into other advisory committees (MTAC), the Chair would need to liaise with this group’s chair. 

Motion #8:  D. Mettler moved for the committee to set up separate task groups (one for chemistry and one for biological)  in order to look at the definition and categorization of subdisciplines and to consider examining this by a matrix process and not by analyte. [Since it was her suggestion, it was decided that D. Mettler would chair the biological committee and M. Miller would chair the chemical task group.] V. Cook seconded this motion.  (Motion passed unanimously)

M. Miller then asked for volunteers to populate the task groups. The following individuals indicated their willingness to participate on the biological task group:  D. Mettler (Chair), D. Evanson, 
A. Gordon, B. Stawick, and B. Lee.  The following individuals indicated their willingness to participate on the chemical task group:  M. Miller (Chair), K. Stoub,  P. Engler, A. Fox, and 
D. Evanson.
Action Item #6:  The groups will provide a list of subdisciplines to the full LSAC, keeping in mind the technology and matrix of the materials. The chemistry committee will coordinate with the materials chemistry (MTAC) group.  To be completed by July 31, 2008. 

8.  Audit Trail requirements 
Auditing LIMS or raw data to the report:  M. Miller described an occurrence where she found issues with the laboratory’s raw data and noted that the laboratory was concerned this had not been brought up in previous assessments. She reminded the group that assessors, in looking at ISO 17025 section 5.10 (Test Reports), should be more than just merely reviewing the contents of the reports to see that they meet the requirements of 5.10 but also to be sure that they are also reviewing the associated raw data.  She noted that this area is a general challenge to both the laboratories as well as assessors.  It is necessary to look at the reports in the matrix and that the raw data must support the report.  Furthermore, the reports must be tied to the data.  She noted that the EPA has an emphasis on data review.  She also mentioned that she has found laboratories that sometimes are surprised when assessors don’t look at all available records, noting that there seems to be a common misconception among laboratories that they should mimic the audit that A2LA does.  She emphasized that this idea is not correct.  The laboratory internal audit should be more in-depth than the A2LA external audit that is, by nature, a sampling exercise.

Microbiology incubation periods:  M. Miller led a discussion on whether the ISO 17025 standard allows for a general means of demonstrating compliance with test methods or if aspects of the methods need to be explicitly recorded.  The case in point here is whether a microbiological laboratory must record the time in/out of incubation in order to demonstrate compliance with a test method that explicitly identifies the incubation time.  She noted that, while her example was for microbiology, it really goes to the entire issue of how and what record the laboratory needs to create in order to demonstrate that they meet the testing requirements. The resulting discussion led to a number of points:
M. Miller asked the committee for some agreement on delineated processes, or an attestation approach along with a set of controls to provide support showing that procedures are followed with respect to times of incubation, times allowed for shaking samples and similar situations, etc.  
A. Liabastre noted that the ISO 17025 standard requires that observations be recorded at the time they are made and that essentially the only way one would know they achieved this specified time was if records of the time in and time out were kept. D. Mettler stated that while she strongly believes that microbiological laboratories must record time in/out so as to demonstrate appropriate incubation times, she noted that often there are other ways to demonstrate appropriate incubation times have been met - for example, if the lab is using a known level of organisms, and they can determine that the number of organisms inoculated were actually recovered, then they have demonstrated an adequate incubation period.  However most do not have records showing that they can meet this alternate demonstration of incubation.  With respect to Chemistry laboratories she noted that, for example, in some labs there are instances when time was not a critical component of the process, as in some chemistry extractions it is not significant whether you do a reaction for 3 or 4 hours for the process to be properly performed.  Another suggestion was to require laboratories to keep a record (in hours) up to 72 hours, after which only days are recorded.  K. Stoub suggested asking the committee for some form of agreement on these processes: 1) An attestation approach along with a set of controls. 2) Allow the laboratory the right to say if a datum is quality critical or not; however, once they set acceptable criteria they are bound to follow it. He noted that if the lab did a study where they showed that this made no difference then it would be OK.  He noted that some chemistry labs don’t record this, but the timers they use keep track of the critical points.  A. Liabastre agreed and suggested that 3) critical performance characteristics are supposed to be listed.  A check off box would be acceptable, and some labs do this.  Some reactions are so specific they do not change.  He noted that if we are going to determine the critical time period that would be acceptable.  If non-critical, what proof does the lab have to give that it is “non-critical.” K. Stoub then raised an ancillary issue and suggested considering that laboratories should be able to initial and date as an attestation that they followed the SOP.  If the lab can explain why this data is acceptable, then that should be acceptable. 

There was general agreement that a reasonable approach be sought that includes using a delineated process, an attestation, running adequate controls (perhaps a low inoculum) and/ or other means for verifying that temperatures and times listed in procedures are met.  The goal would be to provide sufficient information to ensure that procedures are followed, while not requiring a complete rewrite of the procedure each time it is used.  Thus keeping in mind that there is a balance that must be achieved. It was suggested that a question as such should be placed before the committee and CC for review.
Action Item #7:  Since this action item was never formally created, the issue of crafting an appropriate question will be placed to the committee as a whole by the recording secretary (R. Brauninger). To be competed by June 31, 2008.  

9.  Environmental Programs update
R. Querry provided the group an update on A2LA’s current activities with respect to the National Environmental Laboratory Accreditation Conference (NELAC), the National Lead Laboratory Accreditation Program (NLLAP) and the Underground Storage Tank Laboratory Accreditation Programs.  


NELAC: A2LA continues to be very active in The NELAC Institute (TNI) through active participation on the Quality Systems Expert Committee (Randy Querry) and the Proficiency Testing Expert Committee (Dan Tholen). Both committees have been occupied with considering and responding to hundreds of comments received from TNI membership on the latest versions of their representative modules. The modules are now complete and have been forwarded to the NELAC BOD for final approval. We do not anticipate these requirements to be in effect until 2010 at the earliest. Therefore, we will continue assessing to the 2003 NELAC Standards.

A2LA will begin the renewal assessments for six of the eight TNI PT Providers during the second quarter of 2008. The assessment checklists have been revised to reduce redundancy in the requirements making them more streamlined. The combined ILAC G:13 / ISO Guide 34 checklist has been updated to include the ILAC G13:2007 requirements. No other changes have been made to the content of the checklists.

To meet the requirements of TNI for our role as a Proficiency Testing Oversight Body (PTOB), A2LA has, in conjunction with NELAC, subcontracted the creation of a PT database to Neptune, Inc. (a database management / statistical consulting firm whose niche is in the environmental industry). Meetings were held in November 2007 and again in January 2008 so as to ensure that it has been moving along the right track.

The January 2008 meeting discussed database security. And A2LA’s progress was met with enthusiasm.  M. Miller stated that TNI’s Board was very complimentary of A2LA in terms of database efforts thus far and that A2LA is viewed highly by the PTOB.

NLLAP:  R. Querry explained to the group that the Environmental lead program was aligned with the US EPA NLLAP Laboratory Quality System Requirements Version 3 in January 2008 and these were to be presented to the A2LA Criteria Council during that committee’s meeting at the conclave. 
R. Querry noted that the EPA is providing accreditation bodies with an 18-month implementation timetable. He also noted that representatives from NLLAP will be hosting a meeting in Washington, DC on April 29, 2008, as a means to discuss any concerns that accreditation bodies may have with implementation. R. Querry and A. Liabastre are expected to attend the meeting. After which A2LA’s transition plan to the new requirements can be established and then be publicized.

Underground Storage Tank Laboratory Accreditation Programs:  R. Querry explained that 
A2LA continues to maintain recognition with two states in supporting their UST Programs-KY and WY. The Wyoming requirements were recently updated to included additional analytes and these will need to be communicated to the affected laboratories.  

Action item #8:  R. Querry to communicate with each of the participating Wyoming program laboratories to let them know that the requirements have been updated.  He will also provide scope update direction at that time.  To be completed by May 31, 2008.
10.
New Business

Flexible Scopes:  R. Brauninger spoke to the group about “flexible” or technology-based Scopes.  He noted that while most laboratories routinely run standard methods on client samples, there are some laboratories (primarily Federal, State laboratories and commercial R& D laboratories) which on occasion must modify existing standard methods/technologies to meet the necessary testing parameters requested of them.  These laboratories (primarily chemical laboratories) have been seeking scopes that reflect their technological capabilities in lieu of specific methods. Under ISO/IEC 17025 it is acceptable for accredited laboratories to modify existing methods.  There are also criteria for validation of procedures. However a consequence of when this happens is the ambiguity that results in terms of exactly what is being represented as a competence on the laboratory’s scope of accreditation versus the reality of the methods that they perform.  He noted that while recognition of a laboratory’s technology-based scope has been occurring occasionally on an ad hoc basis for some time, he proposed that the committee formally seek approval from the Criteria Council (CC) to explicitly include a category for technology-based scopes in A2LA’s General Requirements.  He noted that if adopted this would also entail the need to update A2LA’s corresponding policies and SOPs. 
R. Brauninger noted that a flexible scope recognition would probably encompass a defined subset of fields of testing (mostly chemical/some biological) and would in all likelihood not involve many labs.  The technology based scope would not be made available to new applicant laboratories, but as confidence in the competence in their operations was gained A2LA could shift them to this format over time.

Several proposed requirements were detailed that the laboratory would need to demonstrate before being allowed to seek this type of scope:

· That a fixed scope is too restrictive for the work they are currently undertaking and that a flexible scope is justified. 

· That it has a management system which will control the flexible scope so that all tests are carried out in accordance with the requirements of accreditation. 

· That it has the technical competence and depth of experience to support the granting of a flexible scope. 
· Modifications and updates of test methods or development activities including all the underlying results and other relevant data (e.g. results of validation) must be controlled and maintained on record and it must be periodically provided A2LA with an update on the methods which they have validated in order for A2LA to be made aware of the requisite PT/ILC/QC activities that is expected. 

· This data shall be available on request for the Accreditation Body which has to check it during a surveillance visit, a reassessment or on request.

· Such modifications to methodology must not incorporate new measurement principles not previously covered in the scope of accreditation.
· This policy statement might apply only to chemical testing laboratories accredited for testing that requires a flexible scope of accreditation and at this time not apply to calibration, biological (or medical laboratories as yet).
It was generally agreed that Method Validation (Section 5.4 of ISO 17025) would be very important and that QC would probably be used in lieu of PTs as these are typically non-routine tests that may not have available proficiency testing opportunities. Discussion noted that the method validation packages could be looked at during assessments and the register and records could be another element provided at annual review.  P. Royal noted that this could affect veterinary laboratories that need to develop methods on the fly.  C. Pixley noted that this would fit well into FERN chemistry laboratories.  
Motion #9:  S. Lerman, moved that the LSAC should submit criteria to the CC for technology based scopes.  A. Fox seconded this motion.  Motion passed and the vote was unanimous.

Action Item #9:  R. Brauninger to prepare criteria to be presented to CC for technology based scopes for June criteria council meeting. To be completed by (June 30, 2008).
Forensics DNA: R Brauninger spoke to the group about a number of recent inquiries by organizations seeking ISO 17025 accreditation for their forensic DNA analyses and other forms of DNA testing.  He asked the group to consider whether if it might be appropriate for A2LA to consider the development of the program specific criteria for this area of testing.  He mentioned that there was already acceptable criteria available created by the FBI DNA Advisory Board for Forensic DNA Testing Laboratories that could be adopted (Attachment # 1). While the group was generally favorable to creating such a specific program they were concerned about whether there was a market for such a program, inasmuch as there were already two competing accreditation bodies that specialize in forensics.
Motion #10:  A. Liabastre motioned a business evaluation be done by staff on this program. (Second by Dave MacLean). Motion passed and the vote was unanimous
Action Item #10:  Staff (R. Brauninger) is to work with P. Smith to establish a business development plan to evaluate the potential for a specific program for Forensics/DNA analysis. To completed by June 30, 2008.

11.  Application of the LSAC Reference Materials traceability policy 

M. Miller led the discussion on the implementation of the aforementioned policy (P102a Policy on Reference Material Traceability for Life Sciences Testing Laboratories).  This document was created by the LSAC Reference Materials traceability task group and had been available for use by assessors and laboratories beginning December 2007.  The goal of this discussion was to amend and update the P102a document to make it clearer to lab and assessor.  The points of the policy center on the creation of 4 categories of traceability:  Category I was for those available materials that meet A2LA’s Policy on measurement traceability (T1). Category II brings forth the concept of materials that are exhaustively characterized and being fit for purpose and includes those materials that cannot demonstrate T1 traceability and which are used for the calibration of instruments.  Category III, as with Category II, includes those materials which cannot demonstrate T1 traceability and accounts for those rare and unusual or older/unstable materials that can be traceable to a defined method and/or recipe. Category IV materials encompass those materials used as process controls.

It was noted that both groups had questions/concerns regarding its use and implementation. Some of the discussion points centered on the use of chemicals that are not manufactured as Reference Materials that are being used as such. An example being that EDTA being used as a standard for calibration of a LECO machine for total Nitrogen.  There are NMI materials for N; however, they are not in the appropriate concentration range nor are the materials that are being used for this purpose manufactured by an NMI or a recognized Guide 34 provider.  As such it was felt that these types of circumstances should be included.  In addition it was felt that further clarification should be added to the document to provide additional guidance on when and how the various categories are to be  applied.  
There were questions on sole source materials from a recognized RMP and whether they had to be used regardless or if that constituted a monopoly. To that R. Robinson said that it was not an issue of a monopoly and that the laboratory would need to check that an RMP hasn’t recently come along which is accredited for this material, implying that the laboratory would have to make use of that material from such a supplier even if it were very expensive.  There was also a concern about the traceability of RMs of the calibration of proprietary equipment.  This also went to the issues on whether in fact many of the analytical instrumental chemistry “calibrations” being considered were not in fact intermediate checks not subject to T1 requirements to which K. Stoub posited that an ICV should be considered an intermediate check, 5.6.3.3 issue.  

M. Miller noted that it appears that category II material descriptions needs to be tightened up to prevent the ambiguity that could be inferred, noting that, in Category II, one could put definitions that come from ISO guide 35  in parenthesis.  D. Mettler said another issue is the need to use pH buffers traceable to NIST for in process testing. M. Miller asked if Category III needs to be expanded to include fitness for use  D. Mettler noted that these issues should be discussed by the original task group and then presented to the full committee. B. Munguia  noted that there needs to be  a reasonableness in the use of traceable reference materials especially for laboratories (e.g. food laboratories) that often use unusual substances as reference materials that would result in the need for requesting exceptions to the traceability policy and then being unable to provide satisfactory reverse traceability 
Motion #11:  G. Rodrigues motioned that the task group be restored and that the policy should be sent back for consideration and revision.  Dawn Mettler seconded the motion.  Motion passed and the vote was unanimous.
Action Item #11:  Task group to take up the document for revisions. R. Brauninger to collect comments and to provide proposed revisions to full LSAC by July 31, 2008.

Motion 12:  G. Rodrigues moved to look at and propose to T1 and T9 to address non traceable Reference Materials and requests that a task group be formed.  D. Mettler seconded this motion. Motion passed and the vote was unanimous.  M. Miller then asked for volunteers to populate the task group. The following individuals indicated their willingness to participate: G. Rodrigues (Chair),   
K. Stoub, and M. Moore volunteered to be on this committee.
Action Item #12:  Task group to take up the document for revisions. G. Roderigues to collect comments and to provide proposed revisions to full LSAC by June 30, 2008.

12.  Adjournment
M. Miller asked the group if there were any more issues to discuss, as there was none she asked for a motion to adjourn, the motion was made by R. Brauninger and seconded by R. Peters.  The vote was unanimous and the meeting adjured at 5:10 PM

Minutes prepared by Matthew Torres, A2LA Accreditation Officer, and Roger Brauninger, A2LA Senior Accreditation Officer.
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