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Summary Statement of Deficiencies

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(2)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document function checks as defined by the manufacturer and with
at least the frequency specified by the manufacturer. Function checks must be within
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:

. Based on observation, lack of documentation, and interview with the Technical
Consultant (TC), the laboratory failed to perform and document the traceable
thermometer calibration checks as required by the manufacturer before the expiration
for 1 (traceable Thomas Scientific) of 1 thermometersin use in the laboratory
Frigidaire refrigerator. Findings include: 1. During atour of the laboratory on 1/03
/2023 at 9:11 am, the surveyor observed atraceable thermometer in the Frigidaire
refrigerator in use past the expiration date of 4/30/2020. 2. A lack of documentation
upon review of the laboratory records revealed the thermometer was not calibrated and
/or replaced by the expiration of 4/30/2020. 3. A interview on 1/03/2023 at 9:14 am,
the TC confirmed the traceabl e thermometer was not calibrated and/or replaced.

CONTROL PROCEDURES
CFR(s): 493.1256(d)(1)(2)(9)

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--
(d)(1) Perform control procedures as defined in this section unless otherwise specified
in the additional specialty and subspecialty requirements at 493.1261 through
493.1278. (d)(2) For each test system, perform control procedures using the number
and frequency specified by the manufacturer or established by the laboratory when
they meet or exceed the requirements in paragraph (d)(3) of this section. (g) The



laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

. Based on record review and interview with the Technical Consultant (TC), the
laboratory failed to perform quality control (QC) testing each day of patient testing for
2 (oxycodone and opiates) of 4 drugs for the patient testing dates reviewed. Findings
include: 1. A review of patient test records from 7/28/2021 to 12/15/2022 revedled a
lack of quality control results for 2 of the 4 drugstested (51 patients tested) as
following: a. 12/02/2021 - no QC for oxycodone b. 12/02/2021 - no QC for opiates 2.
Aninterview on 1/03/2023 at 11:20 am, the TC confirmed the laboratory did not have
quality control documentation available for al the drugs reported out on 12/02/2021.



