Quality System Expert Committee (QS)
Meeting Summary

February 12, 2018

1. Roll Call:

Paul Junio, Chair, called the meeting to order at 1pm Eastern on February 12, 2018 by
teleconference. Attendance is recorded in Attachment A — there were 7 members present.
Associate Members present: Tyler Sullens, Alyssa Wingard, Gil Dichter, Carl Kircher,
Eric Denman, Pepa Sassin, and Kathi Gumpper,

The minutes were distributed by email (1/8 and 1/24/18) and will be reviewed by email
and voted on. Paul asked that people send comments within the week about the minutes
and if no substantial changes are needed, he will request an email vote.

(Addition: A motion was made by Sara Hoffman on 2/23/17 by email to approve the
1/8/18 and 1/24/18 minutes as written. The motion was seconded by Shari Pfalmer on
2/23/17 by email.

Vote:

Paul — For (Email — 2/23/17)
Jessica — For (Email — 2/23/17)
Michelle — For (Email — 2/23/17)
Dale — For (Email — 2/23/17)
Ray — For (Email — 2/23/17)
Chris — For (Email — 2/23/17)
Jacob — For (Email 2/23/17)
Matt — For (Email 2/26/17)
Lizbeth — For (Email 2/26/17)
Kristin — For (Email 2/26/17)

The minutes were approved and will be posted on the TNI website. )
Paul reminded the Associate members to please delete the Crosswalk document sent out
by email that included ISO language.

2. Albuquerque Meeting
There was a Quality Systems Expert Committee (QS) meeting and an additional session
discussing Technical Managers. Paul reviewed a document summarizing the discussion

regarding Technical Managers — Attachment D.

Paul requested that the ABs on the call review the information and provide any insight if
they feel something is incorrect or not implementable.



Paul questioned whether modern technology and the ability to review information offsite
should be considered when deciding if the Technical Manager is absent. Carl noted that
the Standard requires the Technical Director to be present onsite. If this is looked at for a
change in the new Standard, computer crashes should be considered.

The attendees during the QS meeting were asked to put 10 sections of current Standard
language into the sections of the new ISO/IEC 17025:2017 — Attachment E.

Paul pointed out that there were some concerns raised about removing terms like Quality
Manual, Quality Manager, etc.

Carl suggested adding obligations that the laboratory has which are in Volume 2 Module
1 of the Standard. They are things the AB needs to ensure the labs are doing. These
things also need to be added into the QS Section. Paul commented that he already has this
in the Parking Lot document. A lot of it is ISO 17011 language and the committee will
need to figure out how to do it.

The minutes from the New Mexico meeting are a “stream of consciousness” of what
happened. He would like everyone to be sure to review the minutes closely.

3. Committee Membership

Paul distributed committee application. There are 4 applications, but only 3 spots open.
He is planning to handle this by email by ranking the candidates and figuring out the final
3 candidates. After that, there will be discussion by email and voting. The vote will be
done by email. Committee members can also let Paul know if a meeting is needed rather
than doing this by email.

Paul is the only person rotating off the committee this year. We may need to look at
membership to make sure there are people rotating off each year. Ilona will check into
this.

(Addition: Paul distributed information by email to rank the candidates to determine 3
candidates for voting (2/16/18). He received information through 2/28/18 and then
established the ballot to include Alyssa Wingard, Kathi Gumpper and Earl Hansen. A
motion was made by Dale to approve the candidates for addition to the committee on
3/2/18. The motion was seconded by Matt.

Vote:

Paul — For (Email 3/2/18)

Bill — For (Email 3/2/18)

Lizbeth — For (Email 3/2/18)

Sara — For (Email 3/2/18)

Dale — For (Email 3/2/18)

Matt — For (Email 3/2/18)



Shari — For (Email 3/2/18)
Michelle — For (Email 3/2/18)
Chris — For (Email 3/2/18)
Jacob — For (Email 3/2/18)
Jessica — For (Email 3/2/18)
The motion passed and the new members will be added to the committee. Paul notified
each candidate by email on 3/5/18.)
4. Standard Interpretation Request (SIR)

SIR #246 was sent to Lynn Bradley. She will let the committee know what happens next.

5. ISO/IEC 17025 and Revision to Module 2
Paul wants to start by looking at the current SIRs and see what changes are needed to the
Standard to incorporate the SIR. The first SIR is related to Technical Directors, so he
would like to save this for later.
The committee looked at the information in the SIR Summary table and the language in

the 2016 Standard and filled in the QS Notes column (Attachment F) to determine how
the SIR should impact the Standard update.

6. Action Items

A summary of action items can be found in Attachment B.

7. New Business

None.

8. Next Meeting and Close

The next meeting is planned for March 12, 2018 by teleconference. Ilona will send a
Webex invitation the morning of the meeting.

A summary of action items and backburner/reminder items can be found in Attachment B
and C.

Paul adjourned the meeting at 2:24pm Eastern.



Attachment A

Participants

Quality Systems Expert Committee (QS)

Members (Exp) Affiliation Balance Contact Information

Paul Junio (2018) Northern Lake Lab 262-547-3406 paulj@nlslab.com

(Chair) Service

Present

Kristin Brown (2018%) Utah DOH AB 801-965-2530 kristinbrown@utah.gov

Present

Chris Gunning (2018%) A2LA AB 301-644-3230 | cgunning@a2la.org

Absent

Sara Hoffman Kansas Health AB 785-291-3162 | Sara.hoffman@ks.gov
and
Environmental

Present Laboratories

Jessica Jensen (2018%) Meridian Lab 316-618-8787 | jessica.j@meridiantesti
Analytical Labs ng.com

Present

Silky S. Labie (2018) Env. Lab Other 850-656-6298 | elcatllc@centurylink.net
Consulting &

Absent Technology, LLC

Jacob Oaxaca (2019%) CA Water Board | AB 916-323-3433 | Jacob.oaxaca@waterbo

ards.ca.gov

Absent

Shari Pfalmer (2018*) ESC Lab Lab 615-773-9755 | spfalmer@esclabscienc
Sciences es.com

Present

Dale Piechocki (2020) Eurofins Eaton Lab 574-472-5523 | DalePiechocki@eurofins
Analytical US.com

Present

Matt Sowards (2020) ACZ Lab 970-879-6590 matts@acz.com
Laboratories, Inc.

Present

Lizbeth Garcia (2019*) Oregon Health AB 503-693-4115 lizbeth.garcia@state.or.us
Authority

Absent

Janice Willey (2018) NAVSEA Other 843-794-7346 Janice.willey@navy.mil
Programs Field

Absent Office

Bill Ray (2020%) William Ray Other 925-352-5205 | Bill_ Ray@uwilliamrayllc.co
Consulting, LLC m

Absent

llona Taunton The NELAC n/a (828)712-9242 | llona.taunton@nelac-

(Program Administrator) Institute institute.org

Present




Attachment B

Action Items — QS Expert Committee

Expected Actual
Action Item Who Completion | Completion
25 | Follow-up with Bob Wyeth and Jerry Parr Paul TBD
about experience vs. course hours for
Technical Directors.
26 | Provide in writing, thoughts regarding options Robin TBD
for Technical Director approval.
38 | Continue SIR 246 and 296 discussions. All TBD
40 | Get PT root cause analysis example from Paul 8/31/17
Scott Hoatson.
45 | Review Ch 1 Application section for the use Paul, Sara 11/20/17
of “shall” and “may”. Are uses correct?
46 | The committee should continue review of the ALL 11/20/17
SLH and send comments before completion
of the Final DRAFT.
47 | Send ranking information to committee Paul 3/1/18
members by email.
48 | Send new committee member vote to Paul 3/9/18

committee members.




Attachment C

Backburner / Reminders — QS Executive Committee

Item Meeting Comments
Reference
1 | Update charter in October 2016. n/a Delayed. Waiting for format

from Policy Committee.




Attachment D: Technical Manager

Below is a summary of the discussion the ABs had regarding the technical director qualifications. This is
just a general summary, and probably just a starting point.

Changes-

Removes requirements for "environmental" in experience

Flexible on chemistry credit hours, but feel 20 hours would be minimum required to show that an upper
level chemistry class has been taken

Keep-

Degree Requirement, but look at expanding options similar to language in proposed CA regulations (A
baccalaureate degree in chemistry, biochemistry, biology, microbiology, environmental,
sanitary or chemical engineering, natural or physical science)

Additions-
Add that degree must be from accredited university

Clarification-
In microbiology section clarify whether the 16hrs is biology and mircobiology combined for each.

and in general clean up language in section.
DISCUSSION AT OPEN FORUM

The following are the notes that | took during the open forum discussion on Technical Manager:
It’s shocking that there could be no degree required to be the TM

There are degrees that don’t require a significant number of Chemistry hours

New requirements/emerging technologies won’t possibly have 2 years of experience possible
This is a ‘how-to’ not a ‘what to do’, which isn’t what the TNI Standard has been

Experience doesn’t equal knowledge of Quality Systems

Requirements shouldn’t be based on experience only

You can be good at running a lab — there should be a performance based outcome involved

If the lab isn’t operating well, then the finding might be that the TM isn’t competent

Could there be a TNI Training Course on TM

CWEA certification includes continuing education and covers many things

Degrees earned in the past may not apply to today’s knowledge and technology



Government job descriptions make this difficult
QS knowledge doesn’t come with a degree
What is the goal of the TM?

Is it the supervisor is it the person in charge?

Trace training back to the originally accepted person, and then track the historical knowledge that can
be passed along

‘shall’ makes this limiting

Different states and different requirements will make this a challenge

Lower the chemistry degree hours based on experience (maybe one year / one hour)
Use the CA ELAP language

Tough access to qualified people at times — qualified based on the current requirement
These are dictatorial requirements that aren’t necessarily relevant

It’s hard to capture experience in lieu of a degree

You can train someone to fill this role

Is experience in the current version of the method? That disqualifies someone out of the lab at some
point as methods are updated

Delete the absence requirement, as we can work remotely these days / are we ever really absent?
People aren’t one-stop shops - does anyone have all of these requirements?

Who can do each task best on staff and why?

Equivalency of experience and education is subjective

Colleges that grant degrees can also grant credit based on experience

Both education and experience are important

Theory behind testing and science is important

Experience versus hours of chemistry

Hesitant to reduce chemistry hours for experience

Technical Manager — Other — should that be left up to the lab?



Management/ownership knows what it needs at its location

There is a sewage lab exemption that commercial labs can’t have — unfair

Needs to be a minimum license/education/fit for use — possibly a three-pronged approach
Totally risk based approach could be a Wild Wild West

Add a certificate of competency

Need a minimum number of hours of Chemistry and then factor in experience

Look at the EPA DW Manual and job descriptions regarding what you would want to hire
How to deal with remote crashes / loss of connectivity [relating to absence]

Differentiate from vacation / extended illness [relating to absence]

Must be reachable if needed based on training requirements in the lab
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Attachment F: SIR Summary Notes
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