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Summary Statement of Deficiencies

The recertification survey was performed on 10/13/2022. The laboratory was found in
compliance with a standard-level deficiency cited. The findings were reviewed with
the laboratory director and laboratory manager during an exit conference performed at
the conclusion of the survey.

CONTROL PROCEDURES
CFR(S): 493.1256(d)(3)(ii)(g)

Unless CM S Approves a procedure, specified in Appendix C of the State Operations

Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--

At least once a day patient specimens are assayed or examined perform the following
for-- Each qualitative procedure, include a negative and positive control material; ()

The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with the laboratory manager, the
laboratory failed to perform a negative and positive control material one of eight days
of patient qualitative serum pregnancy testing. Findingsinclude: (1) On 10/13/2022 at
09:40 am, the laboratory manager stated the following: (a) The QUPID Plus One Step
hCG test kit test kit was used to perform patient qualitative pregnancy testing; (b)
Negative and positive QC (quality control) materials were performed each day of
patient testing. (2) A review of QC and patient testing records for testing performed
from July 2021 through September 2022 reveal ed negative and positive QC materials
had not been documented as performed each day of patient testing for one of eight
days of testing. The specific day was 05/10/2022; (3) The records were reviewed with
the laboratory manager who stated on 10/13/2022 at 01:45 pm, negative and positive
QC materias had not been documented as performed on 05/10/2022.



