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March 16, 2022

Callaway Plant

U.S. Nuclear Regulatory Commission
Attn: Document Control Desk
Washington, DC 20555-0001

Ladies and Gentlemen:

ULNRC-06724

10 CFR 26.7 19(c)(1)

DOCKET NUMBER 50-483
CALLAWAY PLANT UNIT 1

UNION ELECTRIC CO.
RENEWED FACILITY OPERATING LICENSE NPF-30

30-DAY REPORT FOR UNSATISFACTORY PERFORMANCE BY AN fillS LABORATORY
FOR AMEREN MISSOURI CALLAWAY PLANT

Pursuant to 10 CFR 26.719(c)(1), the enclosure to this letter provides fact-finding results and
information regarding to the unsatisfactory performance of Callaway Plant’s contracted HHS-certified
laboratory.

This letter does not contain new commitments.

Ifthere are any questions, please contact Amy findley at 573-676-4435.
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cc: Mr. Scott A. Morris
Regional Administrator
U. S. Nuclear Regulatory Commission
Region IV
1 600 East Lamar Boulevard
Arlington, TX 76011-4511

Senior Resident Inspector
Callaway Resident Office
U. S . Nuclear Regulatory Commission
2201 NRC Road
Steedman, MO 65077

Mr. M. Chawla
Project Manager, Callaway Plant
Office ofNuclear Reactor Regulation
U.S. Nuclear Regulatory Commission
Mail Stop O8B1A
Washington, DC 20555-0001
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Index and send hardcopy to QA File A160.0761

Hardcopy:

Certrec Corporation
6500 West Freeway, Suite 400
FortWorth,TX 76116
(Certrec receives ALL attachments as long as they are non-safeguards and may be publicly disclosed.)

Electronic distribution for the following can be made via Other Situations ULNRC Distribution:

F. M. Diya
B. L. Cox
F. J. Bianco
S. P. Banker
M. A. McLachlan
K. A. Mills
T. A. Witt
R. C. Wink
I. B. Elwood
A. C. Findley
NSRB Secretary
STARS Regulatory Affairs
Mr. Jay Silberg (Pillsbury Winthrop Shaw Pittman LIP)
Ms. Kathleen McNelis (Public Service Commission)
Ms. Claire Eubanks (Public Service Commission)
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30-DAY REPORT FOR UNSATISFACTORY PERFORMANCE BY AN mIS LABORATORY
FOR AMEREN MISSOURI CALLAWAY PLANT CALLAWAY ENERGY CENTER

The Callaway Energy Center (CEC) Fitness-for-Duty (FFD) Coordinator visited LabCorp’s
Research Triangle Parkway laboratory (RTP) on February 17, 2022. The visit was in response to
the investigative report issued on January 12, 2022, by the Responsible Person (RP) at RTP.
CEC shipped specimen 0189596752 to RIP on November 30, 2021, along with seven other
specimens. Reports for all seven specimens were received from RIP within the five-day
requirement in accordance with 1 0 CFR 26; however, no report was received for specimen
01 29596752. RIP was contacted on December 06, 2021, and they informed CEC that specimen
01895966752 was not at RIP. Additionally, there was no record ofthe specimen in LabCorp’s
system.

CEC requested RIP to launch an investigation to determine the status of specimen 0189596752
on December 7, 2021 . Over the next few days, CEC made several attempts to contact RIP to
acquire information, but without success. An industry benchmark identified additional missing
specimens by two other U.S. Nuclear Regulatory Commission (NRC) clients. The RIP RP
contacted CEC on December 9, 2021 , to note that they had completed a search at RIP but were
still looking into the matter.

On December 1 7, 2021 , the results of the missing specimen were reported to CEC by RIP. The
CEC FFD Coordinator contacted RIP’s RP to discuss the specimen results. The RIP BY stated
that they were not aware the specimen was found or tested and would need to investigate the
situation. The RIP RP reported later that day that the specimen had been missorted at RIP and
inadvertently shipped to LabCorp-Houston on December 3 , 2021 . Based on the paperwork and
computer system, LabCorp-Houston did not accession or test the specimen. The specimen had
been at LabCorp-Houston since December 3 , 2021 , until the time it was shipped. It arrived back
at RIP on December 1 6, 2021 . Ihe RIP RP noted that he/she had requested additional
information from LabCorp-Houston throughout the investigation but was not provided anything.

The RIP RP initially said there was a potential for the Custody and Control Form (CCF) to have
been folded inside out, which caused the sample to be inaccurately sorted and sent to Houston.
The CEC FFD Coordinator challenged the RIP BY, stating that Callaway has a very strict
process in place for collections, which includes documenting the CCF number, donor ID, date,
and time on a tracking sheeting with the FedEx number. Ihe information is taken directly from
the CCF inside the sealed specimen bag once the collection is complete. CEC FFD collectors are
trained to fold the CCF so the information is visible and can be logged prior to shipment. If the
information had not been visible, it would have been caught when the information was
documented on the FedEx tracking sheet.

As part of RIP’s investigation, a corrective action was implemented on December 1 3 , 2021,
requiring specific information to be visible on the enclosed CCF prior to transferring the sample
to another laboratory. If the CCF is not visible during sorting, then the specimen will remain at
RIP to be tested. In addition, RIP briefed the other LabCorp locations as to what NRC-required
specimens look like and ordered them not to test such samples and to return them to RIP for
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testing. RTP will also provide pink “NRC” stickers to be placed on the FedEx bags to assist with
the sorting process when they arrive. CEC has not received the stickers at the time ofthis report,
but implementation will continue to be tracked via Condition Report (CR) 202106696-001.

On February 9, 2022, RTP contacted CEC to report that the RP with whom CEC had been
working would be retiring, effective February 25, 2022, and that all communications should be
directed to another identified RTP RP.

The CEC FFD Coordinator (working with the CEC Nuclear Oversight) visited RTP on February
1 7, 2022, to review corrective actions and complete the investigation. Both RTP RPs assisted
with the tour. During the walk-down of RTP, the following areas were observed.

Receiving

Specimens shipped by FedEx come directly to RTP. (CEC’s samples are shipped by FedEx.) If
a client’s specimens are picked up by a courier, they are sent to a designated sorting facility by
LabCorp/MedTox, then shipped to RTP. The FedEx bags are opened, emptied, patted flat,
stored, scanned, and then searched a second time to ensure no specimens were stuck in the bag.

The specimens are sorted by 2-digit and 6-digit accounts, then sorted by relative test type, and
put in black bins. The specimens are broken down into a group of 47 for testing. All NRC
required paperwork goes into a pink folder. CEC is still working with RTP to obtain the new
pink “NRC” stickers.

The process was found satisfactory by CEC.

Accessioning

Specimens from NRC clients are accessioned by a Team Leader at RTP. The testing batches are
limited to a maximum of 47 samples. The accessioning process was observed, and the individual
involved was observed to be very methodical and experienced. RTP’s accessioning software has
engineering controls built-in to double check the accessioner throughout the process to ensure
the process is performed correctly. Ifthe paperwork or CCF numbers do not match, the file is
sent to the Trouble Clerk for resolution prior to the sample being tested. Aliquots are then
poured and distributed for testing.

The process was found satisfactory by CEC.

Testing

Initial testing and confirmation testing is done in separate rooms, and access is controlled to both
areas. Liquid chromatography/mass spectrometry (LC/MS) is the main confirmation testing
technology.

The process was found satisfactory by CEC.
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Paperwork, Data Entry, IT, Certifying, and R&D

CEC observed the data-entry process for specimens from CEC and another NRC client. This
was performed satisfactorily. Previously tested CEC specimens were reviewed (pink folder) to
ensure the internal paperwork matched the specimens to RTP. All paperwork was satisfactory.

Overall, CEC found the corrective actions at RTP to be satisfactory and acceptable to date. CEC
documented the laboratory issue in its Corrective Action Program via CR 202106696. CEC will
continue to use RIP as their HH$-certified laboratory.


