The NELAC Institute (TNI) Quality Systems Expert

Committee
Meeting Minutes

The Quality Systems Expert Committee of The NELAC Institute (TNI) met on February
9, 2009 at 1:00 PM EST by conference call. The action items are listed in Appendix A
and the attendees listed in Appendix B.

The Committee discussed the recent TNI Meeting in Miami. While the Committee didn’t
have a designated meeting, it was involved in the preparation and presentation of the
Mentoring session held by the Technical Assistance Committee. There was also
discussion of the status of LASC Review. The final document that the QS Committee
had agreed upon as its comments isn’t what LASC used in their final review. As a
result, there was discussion of the creation of a Guidance Document that QS hadn’t
thought necessary.

There are no Tentative Interim Amendments needed for the QS Committee. All TNI
members were advised to see the TNI Website for information on the TIAs that were
posted.

Interpretations of the NELAC Standard — requests for Standard Interpretations have
been routed to Bob DiRienzo and Paul Junio as the chair/past chair. Until now, Bob and
Paul have been handling those requests without input (for the most part). There hasn’t
been anything that was controversial, so in the interest of getting a response posted,
that's been the procedure we followed. From this point on, since Standard
Interpretations are supposed to be slowing down, the QS Committee will be included in
drafting the response. Previous responses will be submitted for review to show
everyone what the process has been.

With the addition of 6 new members, the committee did introductions. Following the
introductions, Robin Cook was elected as Vice Chair. The committee rotation schedule
was also discussed. Each member may serve two, three year terms. The calculation of
these terms would have begun with the formation of TNI at the January 2007 meeting
in Denver.

The committee discussed the Guidance Document that was requested at the Miami
Forum by the LASC. This Guidance Document was not in the final document that QS



had presented to LASC. As a result of editorial clarifications made in the QS Modules,
the original clarification regarding ongoing or initial DOCs isn’t necessary. There may
be a need for a Guidance Document regarding het requirements for DOCs in the future.
The Committee discussed the format of Guidance Documents and the process for
creating and managing them. It is important that a Guidance Document not be lost to
the future, and that it be something that is enforceable if it is meant to be included in
the Standard, or clearly identified as explanatory guidance if outside the Standard. The
Committee Chair will request Guidance from the CSDB on this (EDIT — CSDB doesn’t
feel that specifying a format for Guidance Documents is appropriate, as they may take
multiple formats. This will be discussed further).

After some discussion, the Committee affirmed its decision that the editorial changes
involving the use of the words mandated method, reference method, and standard
methods should proceed as originally made.

Future Assignments for the committee include clarifying the use of the terms procedure
/ protocol / process; identifying an appropriate outcome for the use of validation as it
relates to 1SO language; clarifying the use of the terms validation / verification;
providing definitions for the terms source water and target compounds; clarifying the
meaning of Blind Sample / PT Sample, analytes / analyte groups, and pass/fail as they
relate to ongoing DOCs.

Next Meeting is scheduled for Monday, March 9 at 1:00 PM EST.



APPENDIX A - ACTION ITEMS

TNI Quality Systems Committee Meeting

Date Date to be
Item Proposed . Completed Date
No. Action Completed
1 02/09/09 Distribute previous Requests for Standards 03/09/09 2/26/09
Interpretation to Committee
2 02/0909/ Distribute Committee Roster to Committee 03/09/09 2/26/09
3 02/09/09 Request feedback from CSDB on the format 02/12/09 ongoing
and process of Guidance Documents
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