HASQARD Focus Group
Meeting Minutes
May 22, 2019

The meeting was called to order by Sarah Nagel the HASQARD Focus Group Chair at
2:03 PM on May 22, 2019 in Conference Room 131 at 2430 Stevens Center Place.

Those attending were: Sarah Nagel — Focus Group Chair (Mission Support Alliance
(MSA)), Cliff Watkins - Focus Group Secretary (Corporate Allocation Services,

U.S. Department of Energy — Richland Operations Office (RL) Support Contractor),
Samuel Adams (Battelle Memorial Institute — Pacific Northwest National Laboratory
(PNNL)), Glen Clark (Washington River Protection Solutions (WRPS)), Jim Douglas
(CH2MHILL Plateau Remediation Company (CHPRC)), Scot Fitzgerald (CHPRC),
Anthony Nagel (CHPRC), Paula Sellers (Waste Treatment Completion Contractor
(WTCC), Noe’l Smith-Jackson (Washington State Department of Ecology), Rich Weiss
(MSA), Tricia Wood (Wastren Hanford Laboratory (WHL)).

l. The Chair requested review and approval of the meeting minutes from the
HASQARD Focus Group held on April 17, 2019. The draft minutes from the
meeting were distributed and time was allowed for one final review. Hearing
no comments on the draft meeting minutes, the minutes from the
April 17, 2019 meeting were approved.

. The HASQARD Focus Group has a standing agenda item to discuss the status
of activities associated with the DOE Consolidated Audit Program —
Accreditation Program (DOECAP-AP) at all HASQARD Focus Group
meetings. This month, the following updates were discussed:

At the DOECAP-AP assessment recently conducted at the Test America —
Arvada facility in Arvada, Colorado; Jim Douglas attended as an observer.
During the assessment, one of the accrediting body (AB) assessors from the
American Association for Laboratory Accreditation (A2LA) asked Jim for an
interpretation of the HASQARD gap checklist. Of specific interest was how
the HASQARD requirement could be acceptably met. The specific
HASQARD checklist item from QSM 5.2, Appendix E is identified as line of
inquiry (LOI) 2.9. This LOI is traceable to requirements in HASQARD Rev.
4, Volume 4, Section 5.1 and states: “The following information shall be
traceable to the raw data output:” followed by a list of bullets identifying the
required information. The seventh bullet in the list is: “procedure number
including revision number.” The question from the AB assessor was whether
this requirement could be met by listing an EPA method number (including
revision if applicable) or is the expectation that the laboratory have a separate
laboratory procedure that implements the method? Jim’s interpretation to the
assessor was that the HASQARD interpretation is that laboratories are to have
internal procedures that implement the analytical methods used.



Rich Weiss stated that he has been asked this question before also. His
response has always been that the laboratory procedure, including revision
number, is required. It is common for laboratories to express concern on the
time and effort required to prepare and control a procedure for each method
used. The response to this has been that it would be acceptable for the
laboratory to simply copy the method and give it a procedure number and
control it in the procedure system rather than having to reformat the method
into a procedure format.

Jim Douglas agreed and stated that for radiochemistry methods a laboratory
procedure is definitely required because standard methods do not exist for all
radionuclide measurements.

Rich Weiss agreed saying that the intent is that if, in the future, someone is
looking at a data package and wants to know how the data were produced, the
best way to do that would be to know the laboratory procedure in use at that
time.

Glen Clark stated that the QSM allows a laboratory to run published methods.
He then asked whether Test America — Arvada had procedures for the
methods also. Jim Douglas said they do have procedures. Glen continued
that WRPS has run into this in assessing at laboratories conducting Industrial
Hygiene analysis also. That is, the laboratory will simply associate the data
with a National Institute of Occupational Safety and Health (NIOSH) method
rather than have specific laboratory procedures for performing the NIOSH
methods. Rich Weiss stated that if the revision or issue date of the analytical
method is also referenced, it would meet the minimum requirement, but the
laboratory should have procedures for performing the methods. Jim Douglas
concurred stating that as long as the laboratory meets the intent of the
HASQARD gap checklist requirement and can associate the raw data with the
revision of the method used when the data were generated, then it is
acceptable. Glen Clark added an additional consideration to this discussion by
saying that the WRPS 222-S Laboratory is running a modified EPA Method
TO-15. This and other methods are available on the EPA web site. However,
the data users for this method need to retain a printed copy because if/when
the method is revised, EPA will take down the old revision and not make it
available to anyone.

Sarah Nagel asked if a formal response to the A2LA assessor’s question
should be provided to them. Jim Douglas stated he believes that should be
done. Cliff Watkins asked if the Focus Group believed providing a unified
response to Steve Clark (AU-21) for inclusion on the DOECAP-AP
Frequently Asked Questions (FAQs) website would also be beneficial. The
Focus Group members agreed that getting a response to the assessor’s
question to AU-21 for subsequent distribution to all of the ABs and/or posting



on the DOECAP-AP FAQs website would be beneficial. Sarah Nagel asked if
Jim Douglas could take the lead on preparing the response to the assessor’s
question and distribute it for Focus Group comment prior to sending it to AU-
21.

Glen Clark asked for Jim Douglas’s observations on the A2LA AB personnel
that were conducting the assessment. Jim stated that he found the AB
personnel to be well prepared, knowledgeable and very professional. Jim had
only one minor comment regarding an assessor he was shadowing as she was
tracing a standard from the bench where it is used back to its certified starting
material. Regardless of this assessors lack of diligence in performing this
aspect of the assessment, she still found a break of traceability for a standard.
Rich Weiss stated that it seems weird that they would lose traceability of a
standard given what he has observed of their standards tracking system. Jim
stated that the traceability of one standard was lost when a 100x dilution was
found in use and the assessor asked the analyst where preparation of that
standard was documented. The analyst said he did not document this routine
100x dilution because “they just know to do it.” This was Jim’s first observer
role on an assessment being conducted by A2LA assessors. Glen Clark asked
if A2LA had anyone along assessing their own assessors against 1ISO 17011.
Jim Douglas said they had nobody there in that capacity. Rich Weiss asked
about the radiochemistry assessor. Jim Douglas said he felt the
radiochemistry assessor was knowledgeable. Jim added that one encouraging
observation he made was that the assessors were completing their assessment
checklists during the assessment. This is the first assessment Jim has
observed where the assessors were completing the checklists as they
conducted the assessment. Jim said the assessors did not typically take
checklists into the laboratories with them but he could see them completing
the checklists in the conference room when they weren’t in the laboratory.
Jim spent three days primarily shadowing the organic analysis assessor and
felt comfortable with the job she did by the end of that time. Jim felt that this
assessor may not have conducted her work as precisely and accurately as the
other assessors he observed, but it was an adequate assessment.

Glen Clark stated that Judy McCluskey is representing WRPS and Hanford at
the DOECAP-AP assessment being conducted at GEL this week in
Charleston, South Carolina. Glen said A2LA is the AB conducting this
assessment also. One of the Focus Group members asked how many
observers ended up on this assessment. Glen Clark stated that at one time 7 or
8 DOE personnel had asked to observe but some may have dropped out prior
to this week.

Glen Clark stated that he was informed recently that the Eurofins Laboratory
in Bothell, Washington is moving to the Test America facility in Fife,
Washington. This will change the site for the DOECAP-AP assessment
scheduled for Eurofins later this year.



Reuvisiting an issue related to laboratory closure, Jim Douglas provided an
update on that impact caused by the closure of the Test America — Richland
laboratory. Jim stated that CHPRC is now missing about half of the holding
times on samples sent across the country for hexavalent chromium analysis.
These samples have a very short holding time and used to be analyzed by Test
America — Richland. Jim acknowledged that most of the missed holding
times were not the laboratory’s fault but were rather related to shipping
delays. Glen Clark said that WRPS has approached the Columbia Basin
Analytical Laboratory (CBAL) regarding their interest in becoming accredited
for anions analysis. The laboratory said they have requested this accreditation
be added to the Washington State Department of Ecology accreditation but the
State is too busy to come and do the accreditation assessment. The CBAL
personnel said that the State of Oregon said they could come sooner, but this
would still require a reciprocity request be submitted to Washington State.
Tricia Wood stated that CHPRC also contacted CBAL on hexavalent
chromium accreditation because the 222-S Laboratory has been performing
some hexavalent chromium analyses for CHPRC and, while the 222-S
laboratory is accredited to test for hexavalent chromium using EPA method
7196A, that method does not achieve a low enough detection limit to meet
CHPRC’s needs. Rich Weiss asked if the CHPRC SOW requires
accreditation. An affirmative response was received to which Rich added that
past SOWSs he used stated the laboratory shall be in the process of seeking
accreditation for the analytes requested rather than requiring the accreditation
to be in place.

The status of production of Revision 5 of HASQARD was discussed.

Glen Clark initiated this discussion by saying that he is struggling with how to
apply Volume 4 to the on-site laboratories (222-S and PNNL). Because
Volume 4 will defer to the QSM for the base requirements, there are several
exemptions that will be required for the on-site laboratories. Glen said there
are three primary categories of exemptions required. The first are those that
could be addressed by procedural revisions and training personnel to the new
procedures. The second category of exemptions are related to QSM
requirements that cannot be met unless DOE is willing to fund facility
upgrades. Largest in this category would be to fund an upgrade to the cold
storage temperature monitoring system to allow 24-hour temperature
excursion notification and an improved laboratory information management
system (LIMS) that would allow the data integrity standards specified in the
QSM to be met. The third category is related to QSM requirements that can
never be met due to health and safety concerns raised by handling highly
radioactive samples. Glen had a phone conversation with his DOE-ORP QA
counterpart, Walter Scott. In the conversation, Glen voiced the issue at a high
level and provided the alternative of requesting funds or sticking with
HASQARD Rev. 3 at the 222-S laboratory, but recommended transitioning to



the QSM with any necessary exemptions because the QSM is a national DOE
standard. The response from ORP implied a preference to move toward
compliance with the QSM because it implements national standards for
laboratory QA systems (e.g. The NELAC Institute (TNI), ISO). Walter
requested Glen and the 222-S laboratory to work together to prepare a detailed
listing of the funding that would be needed to comply with the QSM so he
could socialize this need within ORP. Sarah Nagel suggested that as part of
this listing the laboratory include any AIHA-LAP related compliance needs
since the 222-S laboratory’s role as an accredited AIHA-LAP laboratory
meets many site needs. Samuel Adams stated that he would support this effort
by preparing a similar list for PNNL acknowledging that the funding source
for any facility upgrades would need to come from Battelle and/or the Pacific
Northwest Science Office (PNSO).

Glen Clark stated that he went through Module 2 of the QSM and found there
are many changes the 222-S Laboratory would need to make to procedures to
comply. Glen said where procedure revisions are required, he believes the
laboratory could get to QSM compliance. However, QSM requirements that
require facility upgrades are not implementable. Glen said he noticed that
some of the requirements in the QSM are new. That is, they are not
requirements in HASQARD, they are additional requirements specific to TNI
or ISO that get incorporated in the QSM by reference.

In discussing the efforts to produce Revision 5 of HASQARD Volume 1,
Paula Sellers stated that she is addressing a comment she received regarding
the precision, accuracy, representativeness, comparability and completeness
requirements and what is in the proposed revision. Glen Clark recalled the
discussion from the last Focus Group meeting to move data validation
requirements from Volume 4 to Volume 1. Scot Fitzgerald stated that he had
looked at this suggestion and would like to propose language saying the
contractors will have procedures in place to appropriately address data
validation.

Jim Douglas discussed his renewed efforts to produce a draft of Revision 5 for
Volume 3 of HASQARD. Jim said he believes that effort is approximately
25% complete. Jim said he hopes to have a draft available for Focus Group
review by June 19. Glen asked if it was going to be easy because there aren’t
many changes. Jim said that on the contrary, there are many changes. This is
because Volume 3 makes many references to Volume 1 and the referenced
sections have been removed resulting in the formerly referenced criteria to
become stand-alone material in Volume 3. Anthony Nagel stated that he
knows of a standard paragraph that references Volume 1 requirements. Jim
Douglas asked for clarification on where that language could be found.

Glen Clark said that because the on-site laboratories will never be accredited
under the DOECAP-AP, the Focus Group had brought up the idea of



VI.

resurrecting the inter-Contractor Assessment team (ICAT) to perform supplier
evaluation for the 222-S and PNNL laboratories. Glen asked if anyone had a
copy of the ICAT procedure. Rich Weiss stated that he has it and provided a
copy to Cliff Watkins to support an upcoming presentation Cliff will be giving
on HASQARD. Glen said it would serve as a nice start if we are to develop an
new procedure to support multi-contractor assessment protocols for the on-site
laboratory assessments. Rich Weiss added that the ICAT died when the
DOE-HQ direction to consolidate laboratory auditing under DOECAP was
issued. In the case of WCH, the company’s general council did not feel
comfortable accepting supplier evaluations conducted by others and required
WCH to continue to perform their own assessments at commercial
laboratories. Glen Clark stated that he was recently asked where the
requirement to assess laboratories comes from. Glen said his response was
DOE Order 414.1D.

The Focus Group Secretary has been asked to present a Training Tuesdays
topic on HASQARD to DOE-RL Environmental Safety and Quality Division
personnel on May 28, 2019. The Focus Group Secretary asked if the Focus
Group members assembled for the meeting would mind providing comments
to the presentation slides in development for the presentation. The Focus
Group was interested in doing this. The Secretary displayed the presentation
slides while summarizing the concepts to be presented with each. The Focus
Group provided excellent input and some took action items to look up
additional material to add to the presentation.

Sarah Nagel asked if there was any new business to be discussed.

Glen Clark mentioned that he has reviewed the version of ISO 17025 that is
now being implemented by the DOECAP-AP ABs (ISO 17025-2017). He
noticed that many of the prescriptive requirements in 1ISO 17025-2005 have
been replaced with language favoring “management of risk.” Since the QSM
is based on TNI 2009, which in turn is based on ISO 17025:2005, the
laboratories will still have to comply with 1SO 17025:2005 requirements as
well as the new 1SO 17025:2017 requirements.

Sarah Nagel summarized the action items she collected during the meeting:

e Subcommittees to continue work on Revision 5

e Scot Fitzgerald will look at data verification/validation language in
Volume 4 for possible inclusion in Volume 1 of Revision 5

e Jim Douglas will prepare a proposed response to the question recently
raised by one AB assessor and provide it for Focus Group review prior to
transmittal to AU-21



e Glen Clark will work with Tricia Wood and Samuel Adams to develop
lists of issues related to implementing the QSM in favor of HASQARD
Revision 3 (222-S) or Revision 4 (PNNL).

e Paula Sellers will work on the Volume 1 Glossary to determine where

terms originated from.

Hearing no additional new business, Sarah Nagel adjourned the meeting at 3:34 PM.

The next meeting of the HASQARD Focus Group will be at 2:00 PM on Wednesday
June 19, 2019 in Conference Room 199 at 2430 Stevens Center Place.



