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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:

Base on staff interview and record review on 09/22/2020, the laboratory director
failed to train the clinic staff the procedure for correcting laboratory results entered
into the laboratory information system from 8/4/2020 through 09/21/2020. Findings
include: 1. Tech #1 performed a complete blood count (CBC) on 08/24/2020. The
tech noted an error in the patient's results and could not correct the report in the
laboratory information system. 2. Interview with the staff on 09/22/2020 at 10:25 AM
revealed the laboratory training did not include correcting laboratory errorsin the
laboratory information system (LI1S).

D5403 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 slides, 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



D5800

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 staff interview and procedure review on 09/22/2020, the laboratory failed to
ensure that the clinic had a policy for correcting laboratory reports with clerical errors
from 08/4/2020 through 09/21/2020. The findings include: 1. Policy review conducted
on 09/22/2020 revealed the laboratory did not have a procedural to detail how
laboratory errors would be corrected. 2. Patient # 1 reported on 08/24/2020 had
severa mistakes on the CBC, and the tech was unable to correct the report. 3. An
interview with the laboratory staff on 09/22/2020 at 10:25 AM confirmed that the
laboratory did not have a system to correct laboratory errors entered in the lab
information system.

POSTANALYTIC SYSTEMS
CFR(S): 493.1290

Each laboratory that performs nonwaived testing must meet the applicable
postanalytic systems requirements in 493.1291 unless HHS approves a procedure,
specified in Appendix C of the State Operations Manua (CMS Pub. 7) that provides
equivalent quality testing. The laboratory must monitor and evaluate the overall
quality of the postanalytic systems and correct identified problems as specified in 493.
1299 for each specialty and subspecialty of testing performed.

This CONDITION is not met as evidenced by:

Based on staff interview and record review on 09/22/2020, the laboratory director
failed to provide training to the staff for correcting laboratory errors. (See D5403 and
D5209)



