The NELAC Institute (TNI) Quality Systems Expert Committee
Meeting Minutes

The Quality Systems Expert Committee of The NELAC Institute (TNI) met on November 14, 2011 via
teleconference. No agenda was published, but the purpose of the meeting was to finalize all comments
submitted on the working draft standard. The attendees are listed in Appendix A and the comments are
hyperlinked to PDF files in Appendix B.

After roll call, the committee continued work on the comments that were received on the working draft
standard.

1. Larry Penfold: proposed language will be used.
2. Tom McAninch: Source water will be further defined to state that the definition is used for purposes
of drinking water compliance.
3. Art Clark: Corrected as noted.
4. Email string on definition of Demonstration of Capability — changes accepted
5. Jerry Parr/Jack Farrell: Revert back to the NELAC 2003 language. Committee is unsure of why it
was changed.
6. Steve Arms: added an explanatory statement indicating that the reference method definition is to be
used to determine the extent of method validation.
7. Richard Burrows: Proposed definition accepted.
8. Elizabeth Turner:
a. V1IM2 4.13.3 - language is a requirement from the NELAC 2003 standard. Tabled for future
consideration
b. V1M5 1.7.3.7 b ii- Requires a change (not a clarification) to the TNI standard. Tabled for
future consideration.
c. VIMS5 1.7.3.7 b vi- language is a requirement from the NELAC 2003 standard. Tabled for
future consideration
d. VIM5 1.7.5 — the committee does not understand how reducing chlorine checks to once a
month per client is a hardship.
9. Comments from Steve Gibson: Situation 2 will be incorporated into the standard.

The committee reviewed the suggested changes to a document sent by Carol Batterton to the committee.
While the committee was unsure of the audience for the position statement, the suggested changes were
approved for forwarding to Carol

Silky also discussed additional options for incorporating a calibration standard into the Quality System
standard. The issue has not been resolved, and the committee will continue with the process for finalizing the
current revisions. A copy of the revised standard and the outstanding comments will be circulated before the
December meeting. If the committee votes to move these forward to a voting draft standard, the proposed
revisions will be posted before December 29, so that comments to the revisions can be discussed in
Sarasota.

The meeting was adjourned at 2:22 EST, with the next meeting scheduled for December 12, 2011.
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Associate Members:
Larry Penfold

Eric Denman

Paul Junio
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Appendix B
Comments (from September Meeting_

Comment on EL-V1-AM3-2011

Concern: On August 1, 1994, the EPA announced in the Federal Register that
EPA/GO0/F.-93/116 provides clanification and improvements to the 1982 protocol and
recommended that it serve as a preferred substitute method. However, a 2010 federal
court ruled (United States v. San Diego Gas & Electric, Co.) that the EPA did not go
through required administrative rulemaking to replace the 1982 method with the 1993
method and that results produced by the 1993 method were not allowed in court

Eecommendation: Replace “EPA/G00/R-93/116, July 1993 with “EPA 600/M4-82-020
(1982)7, as detailed below:

1.7.7.1.3 Bulk Samples

a) The concentration of asbestos in a given sample shall be caleulated in

accordance with the method utilized (e.g., ERASOOR-030 16 Rl 10003 FPA 600/M4-
82020 (1982).

1.7.7.3 Polanzed Light Microscopy

1.7.7.3.1 The concentration of asbestos in a given sample shall be calculated m
accordance with the method utilized (e.g., ERASO0B-041 L5 Rl 000 FPA 600/M4-
82020 (1982).

James 5. Webber

New York State Department of Health
Wadsworth Center

PO Box 309

Albany, NY 12201

(518) 474-0009
webber@wadsworth org



Additional Comments
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on why a particular CCV failed. If we look at most metheds, it is pretty
dear that if calibraration or calibration verification fails...cormedtive

action needs to be taken, now that can be running ancther standard or other
CA, but and to me this is the critical point....it needs to be a conscious
decision on the part of the analyst AFTER review of the failure to determine
the cause and appropriate corrective action...I firmly believe that the
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"mulligan”...its a slippery slope at best....

Hope this helps...

Jack Farrell

Analytical Excellence, Inc.
407.331.5040 (voice)
407.331.4025 (fax)
aaxlix.natcom.com
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or copying of this communication is sirictly prohibited and you should

delete this message and is attachments from your computer without retaining
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o the sender immediately. We appreciate your cooperation.

Please consider the environment before printing this e-mail.

---—Original Message——

From: Jerry Parr [mailto:jerry.parmifinelac-instibube.org]
Sent: Tuesday, July 26, 2011 10:20 AM

To: elcatlic@centurylink.net

Co: aexiii.nebcom. com

Subject: COV

Silley:

This is the other issue I mentioned. Note the striking difference in

language between 2003 NELAC and 2009 TNI and the sitrong statement in the SIR
supporting the 2003 language.

I do not really care which way this is, trust consensus of the committes,
but wanted to make sure this was a conscious decision of the committes and
not a slip up given the sirong response in the SIR.

jerry



THE NELAC INSTITUTE

TNI Position Statement
Demonstration of Method Competency

TNI believes a laboratory must demonstrate its competency for every test method used by the laboratory and
ensure the competency for every-each analyst(s) who is responsible for performing all or part of the test

method.cneiaroventostmothoduenc bacine Inbopnton,

Background

A laboratory test method, along with other components such as appropriate quality control activities, adequate
instrument calibration, and suitable reagents, is one of the key components for ensuring reliable laboratory
analyses. The laboratory performing the analysis must demonstrate that it can generate data suitable for its
intended purpose.

TNI has expanded this fundamental concept into two sets of activities termed Method Validation and Hitial
Demonstration of Capability-and-Centinuing-Bemenstration-of Capability(initial and continuing. Method
Validation demonstrates that the laboratory is capable of performing a test method to a predetermined set of
standards. A Demonstration of Capability (DOC) is used to document the competency of analysts who
perform the method. Both a method validation and DOC must be successfully completed before reporting
data for the method. In addltlon each analyst must contmuallv demonstrate competencv in performmq the
method (continuing DOC). . v volved-i

Challenges or Intended Audience

Training in performing a method is not the same as demonstrating competency to conduct analyses by thata
given method. Both are necessary and both need to be documented for each analyst. Many EPA methods
require a laboratory to perform “an initial demonstration of method capability.” However, this requirement is
not tied to each individual analyst, nor is there any requirement to demonstrate continued proficiency in
performing the method.

References
Quality Assurance of Chemical Measurements, John Taylor, 1983

ISO/IEC Standard 17025: General requirements for the competence of testing and calibration laboratories,
Second Edition, 2005

TNI Standard ELV1, Management and Technical Requirements for Laboratories Performing Environmental
Analysis, 2009



