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D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES

CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on arecord review and an interview with the technical consultant (TC), the
laboratory failed to perform competency for the position of TC for one out of one TC
listed on the CM S-209 and failed to perform competency assessment for two out of
two testing personnel for testing performed on the Abbott I-Stat Chem 8 since April
2022. Findingsinclude: 1. A review of personnel records revealed the laboratory
failed to perform competency assessment for the position of technical consultant on
one out of one TC listed on the CMS-209. 2. A review of personnel records revealed
the TC had competency documentation that was performed at another laboratory on 4
112/2022. 3. A review of personnel records revealed the |aboratory failed perform
competency assessment on two out or two testing personnel for tests performed on the
Abbott [-Stat Chem8 since April 2022. 4. An interview on 07/18/2023, at
approximately 5:10 PM, confirmed the laboratory failed to perform competency for
the position of TC at the laboratory.

D5421 ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(s): 493.1253(b)(1)

Each laboratory that introduces an unmodified, FDA-cleared or approved test system
must do the following before reporting patient test results: (1)(i) Demonstrate that it
can obtain performance specifications comparabl e to those established by the
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(ii)



D5805

D6053

Verify that the manufacturer's reference intervals (normal values) are appropriate for
the laboratory's patient population.

This STANDARD is not met as evidenced by:

Based arecord review and an interview with the technical consultant, the laboratory
failed to ensure that the Abbott I-Stat Chem8 was verified for performance prior to the
start of patient testing in April 2022. The laboratory performed approximately 182
patient samples annually. Findings include: 1. A review of the laboratory documents
for the Abbott I-Stat Chem8 cartridge revealed the laboratory failed to verify the
performance specifications for accuracy, precision, and reportable range since the start
of testing in April 2022. 2. An interview on 07/18/2023, at approximately 4:00 PM,
confirmed the laboratory failed to verify the performance of the Chem 8 cartridge.

TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (¢)(1) For positive patient identification,
either the patient's name and identification number, or a unique patient identifier and
identification number. (c)(2) The name and address of the |aboratory 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 arecord review and an interview with the laboratory technical consultant,
the laboratory failed to ensure that the correct laboratory location that performed tests
on the Abbott I-Stat Chem 8 and reported patient results was stated on the report form
since April 20202. The laboratory performed approximately 182 samples on the
Abbott [-Stat Chem8. 1. A review of the laboratory patient test reports revealed that
the patient Chem8 results were performed at another |aboratory since April 2022. 2.
Aninterview with the technical consultant on 7/18/2023, at approximately 5:20 PM,
confirmed that the patient test reports for the Chem8 tests were failed to state the
correct laboratory which performed the test.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on arecord review and an interview with the technical consultant (TC), the TC
failed to ensure that competency assessment was performed on two out of two testing
personnel at least semi-annually the first year of patient testing on the hematol ogy
Sysmex XN since April 2022. Findingsinclude: 1. A review of laboratory records
revealed the TC failed to perform competency assessments at least semi-annually in
the first year of patient testing for two out or two testing personnel who test and report



patient specimens in the specialty of hematology. 2. The laboratory performed
approximately 10,000 patient specimens annually. 3. An interview with the TC on 7/18
12023, at approximately 3:30 PM, confirmed that semi-annual competency was not
performed on testing personnel the first year of patient testing.



