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Approval of 4-26-12

With the addition of some organizations and emails, Scott recommended approval of the 4-26-12

minutes; seconded by Shawn. All voted in favor, 0 negatives, 0 abstain.

Section 3-Definitions

Assigned value and acceptance limits changed to be consistent with the other 3 volumes.
FoPT was edited after much discussion. The other two volumes will need update with FoPT.

This definition was sent to the PT Executive Committee.

PTRL was edited after discussion.
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The AB definition is left TBD until all of the AC, LASC and other committees agree on a definition. This is
per Mitzi’s agreement with Jerry Parr.

It was agreed that if we find other terms needing definition, we collect them and reevaluate at the end
of editing other sections. One example for addition is ‘study mean’.

Judy moved that with the current edits, section 3 be accepted with the edits; Shawn seconded, all voted
in favor, 0 negatives, 0 abstain.

Section 5-Quality System Requirements

A discussion of using ISO 17043 as the only requirement for the QS was presented by Steve without
added information such as FoPT. The group agreed that this would not be accepted politically and that
states have written regulations around the knowledge of using FOPT and that laboratories are not going
to specify the use of FOPT to generate PTs for environmental. The reference to ISO 17043 was added to
replace ISO 9001 because the ISO 17043 has QS section and has more appropriate information for PT
provider’s QS.

Steve moved that with the current edits, section 5.1.1 be accepted with the edits; Roger seconded, all
voted in favor, 0 negatives, 0 abstain.

Section 5.1.2 was discussed. The suggestion was made not to put the ISO verion date, because then we
have to update each time ISO changes. It was noted that when updates occur from ISO all parties are
given 2 yr to meet the new requirements and TNI can reopen the standard if there are objections to the
ISO update.

Steve moved that with the current edits, section 5.1.2 be accepted with the edits; Scott seconded, all
voted in favor, 0 negatives, 0 abstain.

Action Item: all should look at the remainder of section 5 and section 6 submitted give comments to
author to shorten the meeting times.



The group is beginning to work on editing volume 3. The following writing assignments were made:
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Section Person Date Due
Entire section 3 Mitzi Done

4 Kirsten Done

5 Jim 5/3—in progress
6 Shawn draft

7 Judy & Jeff draft

8 Rachel 5/10

9 Kirsten done

10 Shawn 5/10

11 Scott done

The group discussed removing appendix A and inserting words to the effect that ISO 17043
homogeneity/stability, and verification will be used. No vote was taken on this issue.




3.0

3.2

3.3

3.4

3.5

3.6

3.7

3.8

3.9

3.10

3.11

TERMS AND DEFINITIONS

For the purpose of this Standard, the relevant terms and definitions are conformant with
ISO/IEC 17011:2004(E), Clause 3 and ISO/IEC 17025:2005(E), Clause 3. Additional relevant
terms are defined below.

Assigned Value: Value attributed to a particular quantity and accepted, semetimes-by //{ Formatted: Highlight

eenventien, as having an uncertainty appropriate for a given purpose. See Section 6.4 for
further discussion of assigned values.

Acceptance Limits: The range of values that constitute acceptable performance for a
laboratory participating in PT study.

Fleld of Pr0f|C|ency Testlng (FoPT) —Analytes—feﬁmmeh—a—labera%epy—is—requed—te

deﬂﬂed—as—ma#m—me&hed#eekmelegy—aﬂd—aﬂalﬁe [Profluency testmg for whlch a Iaboratory

is required to successfully analyze PT samples to obtain or maintain accreditation.

Accreditation FoPT are established by the Proficiency Testing Executive Commlttee.\ /[COmment [71]: Edit in other volumes

anary Accredltauon Body (Prlmary AB) 1heaeered4&aﬂen—bedy—¢espens+ble—ter—assessmg

Memd%&mTBD based on ABs and LASC

Proficiency Testing (PT): A means to evaluate a laboratory’s performance, under controlled
conditions, relative to a given set of criteria, through analysis of unknown samples provided by
an external source.

Proficiency Testing Program (PT Program): The aggregate of providing rigorously controlled
and standardized environmental samples to a laboratory for analysis, reporting of results,
statistical evaluation of results and the collective demographics and results summary of all
participating laboratories.

Proficiency Testing Provider (PT Provider): A person or organization accredited by the TNI-
approved Proficiency Testing_Provider Accreditor to operate a-the TNI-compliant PT program.

Proficiency Testing Provider Accreditor (PTPA): An organization that is approved by TNI to
accredit and monitor the performance of proficiency testing providers.

Proficiency Testing Reporting Limit (PTRL): A statistically derived value that represents the
lowest acceptable theoretical concentration for an analyte in a PT sample, if the analyte is
splked into the PT sample at the Iowest concentration as speufled in the TNI FoPT tables. Fhe

Proficiency Testing Sample (PT Sample): A sample, the composition of which is unknown to
the laboratory and is provided to test whether the laboratory can produce analytical results
within the specified acceptance criteria.

Proficiency Testing Study (PT Study): A single complete sequence of circulation of
proficiency testing samples to all participants in a proficiency test program.
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PT Study Closing Date: The calendar date for which analytical results for a PT sample shall
be received by the PT provider from the laboratory.

-PT Study Opening Date: The calendar date that a PT sample is first made available to any
laboratory by a PT provider.

Study: This term refers to a PT Study or Supplemental PT Study.

Supplemental Proficiency Testing Study (Supplemental PT Study): A PT sample that may
be from a lot previously released by a PT Provider that meets the requirements for
supplemental PT samples given in this Volume, but that does not have a pre-determined
opening date and closing date.

Supplemental PT Study Closing Date: The calendar date for which analytical results of a PT
sample are received by the PT provider.

Supplemental PT Study Opening Date: The calendar date that a PT sample is shipped from
the PT provider to a laboratory.

TNI PT Executive Committee: An executive committee consisting of TNI members or affiliates,
appointed by the TNI Board of Directors, which is responsible for the successful implementation
and operation of the TNI Proficiency Testing Program. The duties of the TNI PT Executive
Committee are defined in their Charter.

Collect terms and add at end:

Study mean-??--



5.0 MANAGEMENT REQUIREMENTS
5.1 Quality System Requirements
5.1.1 The PT provider’s quality management system shall meettherequirementsbe accredited
ofto ISO 9001-17043 for the design, production, testing, and distribution of PT samples and the
evaluation of PT results.
5.1.2 The PT provider's manufacturing system shall be accredited to ISO 17043. shallmeetthe
I

. . )

5.1.3 The design and operation of the PT provider’s proficiency testing program shall meet the
requirements of ILAC G-13 (Guidelines for the Requirements for the Competence of Providers of
Proficiency Testing Schemes).

5.1.4 The testing facilities used to support the verification, homogeneity and stability testing
required in this Standard shall meet the requirements of ISO 17025 (General Requirements for
the Competency of Testing and Calibration Laboratories).

5.1.5 If the PT provider holds specific accreditations related to any of the requirements in
Sections 5.1.1 through 5.1.4, this shall not limit the PTPA'’s ability to assess and make
determinations related to the PT Provider's conformance to these requirements.

5.1.6 Providers shall maintain all records related to each PT study for a minimum of five (5) years
after the close of the PT study.

5.2 Provider Conflict of Interest and Confidentiality

PT providers seeking to obtain or maintain accreditation shall:

a) document and certify to the satisfaction of the PTPA that they do not have any conflict of
interest with any laboratory that may participate in their PT programs;

NOTE: Such a conflict of interest could take the form of a financial interest or sharing of
personnel, facilities or equipment with any laboratory that may participate in the

provider’'s PT studies.

b) inform all internal and contract personnel who perform work on PT studies of the PT

provider’s obligation to report personal and organizational conflicts of interest to the PTPA,;

¢) have a continuing obligation to identify and report any actual or potential conflicts of interest
arising during the performance of work in support of PT Pregramsprograms;

d) immediately make a full disclosure to the PTPA of any identified actual or potential
organizational conflict of interest. The disclosure shall include a description of any action that

the provider has taken or proposes to take after consultation with the PTPA to avoid, mitigate

or neutralize the actual or potential conflict of interest;

e) have written procedures to ensure that the confidentiality of data associated with PT samples
and programs is not compromised;

f) not release the assigned values or acceptance limits of any PT sample prior to the conclusion
of the study, except to the PTPA;

g) only release participant laboratories’ PT study results and/or evaluations to a designated
contact at the-each laboratory and to its laboratory accreditation body(ies) and/or other entities as
specifically designated by the-each laboratory.

NOTE: PT providers may release, at the conclusion of a PT study, without permission of
participant laboratories, summaries of participant laboratory results that do not identify individual
laboratories.

5.3 Provider Facilities and Personnel

5.3.1 PT providers shall have appropriate facilities, equipment and analytical instrumentation in
place to produce, analytically verify, distribute, and provide data evaluation and reporting
functions for every PT sample for which they wish to obtain or maintain accreditation.

5.3.2 PT providers shall employ sufficient technical and support staff to design, produce, analyze,
distribute, and provide data evaluation and reporting functions for every PT sample for which they
wish to achieve or maintain accreditation.

5.3.3 No portion of the design, production, testing, distribution, data collection, data evaluation, or
data reporting functions may be outside the direct control of the PT provider for any particular
study. For the purposes of this Standard, “direct control” means that these functions are
performed in the PT provider’s facilities by the PT provider’s staff or are sub-contracted by means




of a written agreement with defined PT provider supervision to ensure that all requirements of this
Standard are met.
5.3.4 Any subcontracted function related to design, production, testing, distribution, data
collection, data evaluation, or data reporting shall be assessed by the PTPA and shall meet the
applicable requirements of this Standard.
5.4 Complaints Handling
5.4.1 PT providers shall have written procedures for handling both written and verbal complaints
| from PT study participants and_from laboratory accreditation bodies who receive PT study
reports.
5.4.2 PT providers shall record all complaints received concerning their PT studies including
anyall
remedial ander corrective actions taken. This record shall be provided to the PTPA upon request.
5.4.3 Any complaint received by a PT provider that remains unresolved after ninety (90) days
| shall be submitted to the PTPA by the PT provider.
5.5 Notification of Sample Integrity
If any sample or analyte used in a PT study is found to not meet any of the requirements of this
Standard, the PT provider shall notify all affected laboratories and their designated accreditation
bodies and the provider's PTPA within seven (7) calendar days of the discovery of the
noncompliance.
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