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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 record review and interview with the laboratory staff, the laboratory did not
establish written policies and procedures for assessing the testing personnel as defined
in subpart M- CFR 493.1413(b)(8) through (9). Findings: 1. The laboratory's written
procedure manual did not include all the required elements for evaluating the
competency of the testing personnel and assuring that they maintain their competency
to perform test procedures and report test results promptly, accurately, and
proficiently. The procedures for evaluation of the competency of the staff must
include, but are not limited to: direct observations of routine patient test performance,
including patient preparation, if applicable; specimen handling, processing and
testing; monitoring the recording and reporting of test results; review of intermediate
test results or worksheets, quality control records, proficiency testing results, and
preventive maintenance records; direct observation of performance of instrument
maintenance and function checks; assessment of test performance through testing
previously analyzed specimens, internal blind testing samples or external proficiency
testing samples; and assessment of problem solving skills; and evaluating and
documenting the performance of individuals responsible for moderate complexity
testing at least semiannually during the first year the individual tests patient
specimens. 2. The laboratory's "Training Checklist" form was used to perform
competency assessments. The form had not been updated after the laboratory began
using the Cell-Dyn Emerald for hematology testing and referred to the "QBC"
analyzer used previously; and 3. The "Training Checklist" form did not include all 6
required elements for eval uating the competency of testing personnel. 4. A review of
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competency assessment records showed that 9 of 9 testing personnel reviewed had
been evaluated using the outdated " Training Checklist." 5. During an interview on 1
123/2020 at 12:15 PM, the laboratory staff confirmed that the policies and procedure
manual did not include a written training program along with updated worksheets for
the documentation of the training of the testing personnel and medical assistants who
perform pre-analytical and analytical preparation.

PROCEDURE MANUAL
CFR(s): 493.1251(b)

The procedure manual must include the following when applicable to the test
procedure: (1) Requirements for patient preparation; specimen collection, labeling,
storage, preservation, transportation, processing, and referral; and criteriafor
specimen acceptability and rejection as described in 493.1242. (2) Microscopic
examination, including the detection of inadequately prepared slides. (3) Step-by-step
performance of the procedure, including test calculations and interpretation of results.
(4) Preparation of dides, solutions, calibrators, controls, reagents, stains, and other
materials used in testing. (5) Calibration and calibration verification procedures. (6)
The reportable range for test results for the test system as established or verified in
493.1253. (7) Control procedures. (8) Corrective action to take when calibration or
control results fail to meet the laboratory's criteria for acceptability. (9) Limitationsin
the test methodol ogy, including interfering substances. (10) Reference intervals
(normal values). (11) Imminently life-threatening test results, or panic or alert values.
(12) Pertinent literature references. (13) The laboratory's system for entering resultsin
the patient record and reporting patient results including, when appropriate, the
protocol for reporting imminently life threatening results, or panic, or aert values.
(14) Description of the course of action to take if atest system becomes inoperable.

This STANDARD is not met as evidenced by:

Based on standard operating procedure manua (SOPM) review and interview with the
laboratory staff, the laboratory did not ensure that there was an approved policy for
how to run hematology quality control (QC) or the corrective actions to take when QC
isout of range. Findings: 1. During atour of the laboratory at 9:15 AM, it was
observed that a page from the "Cell-Dyn Emerald Operator's Manual," " Principles of
Operation," "Section 3-White Cell Flags" was posted on the cabinet above the
hematology analyzer. Laboratory staff stated that this was the guide that testing
personnel used when running hematology QC. 2. A review of the SOPM showed that
the page from the operator's manual posted above the hematology analyzer was not
included in the approved SOPM and that there were no other procedures for how and
when to run hematology QC, how to determine if QC is acceptable before running
patient specimens, what corrective actions to take when QC is out of range, or how to
document corrective actions taken. 3. During an interview on 1/23/20 at 12:15 PM,
the laboratory staff confirmed that the laboratory's SOPM did not include procedures
for running hematology QC.

CALIBRATION AND CALIBRATION VERIFICATION
CFR(S): 493.1255(h)

Unless otherwise specified in this subpart, for each applicable test system the
laboratory must do the following: Perform and document calibration verification
procedure - (b)(1) Following the manufacturer's calibration verification instructions;
(b)(2) Using the criteria verified or established by the laboratory under 493.1253(b)(3)
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-- (b)(2)(i) Including the number, type, and concentration of the materials, as well as
acceptable limits for calibration verification; and (b)(2)(ii) Including at least a
minimal (or zero) value, a mid-point value, and a maximum value near the upper limit
of the range to verify the laboratory's reportable range of test results for the test
system; and (b)(3) At least once every 6 months and whenever any of the following
occur: (b)(3)(i) A complete change of reagents for a procedure is introduced, unless
the laboratory can demonstrate that changing reagent |ot numbers does not affect the
range used to report patient test results, and control values are not adversely affected
by reagent lot number changes. (b)(3)(ii) Thereis major preventive maintenance or
replacement of critical parts that may influence test performance. (b)(3)(iii) Control
materials reflect an unusual trend or shift, or are outside of the laboratory's acceptable
limits, and other means of assessing and correcting unacceptable control values fail to
identify and correct the problem. (b)(3)(iv) The laboratory's established schedule for
verifying the reportable range for patient test results requires more frequent
calibration verification.

This STANDARD is not met as evidenced by:

Based on calibration record review and interview with laboratory staff, the laboratory
failed to ensure that calibrations for the hematology instrument were verified at least
once every 6 months. Findings: 1. A review of calibration records from January, 2018
to January, 2020 for the Cell-Dyn Emerald hematology analyzer showed that
calibration verifications were performed 10/9/18, 7/15/19, and 1/15/20. 2. During an
interview on 1/23/20 at 10:40 AM, the laboratory staff stated that there had been a
large turnover of laboratory staff and confirmed that calibration verifications had not
been performed at least every 6 months.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

The laboratory director (LD) acting as technical consultant (TC) did not ensure that
the testing personnel performing hematology testing were evaluated for competency
using the 6 competency assessment criteria. Cross-refer to D5209



