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Tag
D5805 TEST REPORT

CFR(S): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigue patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (¢)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on surveyor review of patient test reports and interview with a Technical
Consultant (Staff A), two of two test reports reviewed did not indicate the name and
address of the laboratory location where personnel performed the testing. Findings
include: 1. Review of atest report in the electronic medical record (EMR) from a
patient with testing on the iISTAT analyzer and a second report from a patient with
ACT (Activated Clotting Time) showed the location of testing as Aspirus Reference
Laboratory, CLIA number 52D0395330. 2. Interview with Staff A on February 21,
2024, at 3:00 PM confirmed testing personnel performed the testing for the two
reviewed patients at the Aspirus Wausau Hospital, CLIA number 52D2215576, and
confirmed the testing location in the EMR was incorrect.

D6072 TESTING PERSONNEL RESPONSIBILITIES
CFR(s): 493.1425(b)(3)

Each individual performing moderate complexity testing must adhere to the
laboratory's quality control policies, document all quality control activities, instrument
and procedural calibrations and maintenance performed.



This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory procedures and control logs and interview
with a Technical Consultant (staff A), testing personnel did not document quality
control testing as required by the laboratory's quality control policies on four of four
AV OXimeter analyzers used for patient testing. Additionally, testing personnel did
not document changes in lot number of cuvettes used for two of the four analyzers.
Findingsinclude: 1. Review of the procedure, 'AVOXimeter Quality Control Testing',
showed the laboratory required weekly quality control (QC) with two levels of liquid
controls. Review of the 'Oxyhemoglobin Measurement Using the Avoximeter 1000(E)
(Awh)' procedure showed testing personnel were directed to enter quality control
results on the Quality Control Log. 2. Review of 'AVOXimeter Quality Control Log'
records from the four AVOXimeter analyzers (2880, 2882, 2883, 2942) from
November 2023 through January 2024 showed the laboratory did not document QC
performance during the weeks listed below: Date range: Analyzers without liquid QC
during the week November 26 - December 2: 2880 / 2882 / 2883 / 2942 December 3 -
9: 2882 December 24 - 30: 2880 / 2883 December 31 - January 6: 2880 / 2882 / 2883
/ 2942 January 14-20: 2882 Additional review of the logs for analyzer 2882 showed
testing personnel used cuvette lot number 8041555 from November through January.
The logs showed the pathlength of the cuvettes in November and December was 110
and the pathlength changed in January to 114. The logs for analyzer 2883 showed
cuvette lot 819389 was in use from November through January 4 when testing
personnel entered a new pathlength for lot 8169272. The December log showed a path
length change on December 8, 2023. Testing personnel did not record the cuvette ot
number in use from December 8 through January 3 on the December or January logs.
3. Interview with Staff A on February 21, 2024, at 2:30 PM confirmed testing
personnel did not document the weekly quality control results as required.



