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D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(S): 493.1252(a)

Test systems must be selected by the laboratory. The testing must be performed
following the manufacturer's instructions and in a manner that provides test results
within the laboratory's stated performance specifications for each test system as
determined under 493.1253.

This STANDARD is not met as evidenced by:

Based on record review and an interview with the laboratory manager on 05/20/2021,
the laboratory failed to follow the manufacturers instructions for the Medtox Scan
instrument for testing drugs of abuse. The findingsinclude: 1. A record review of the
Medtox Scan package insert, page 3, the laboratory failed to follow the manufactures
instructions and failed to report positive results as preliminary positive results. 2. An
interview with the laboratory manager on 05/20/2021 at 09:45 AM confirmed the
laboratory failed to follow the manufacturer's instructions. 3. The laboratory reports
performing 576 drug of abuse patient tests annually on the Medtox Scan instrument.

D5555 IMMUNOHEMATOLOGY
CFR(S): 493.1271(c)(f)

(c) Blood and blood products storage. Blood and Blood products must be stored under
appropriate conditions that include an adequate temperature alarm system that is
regularly inspected. (c)(1) An audible alarm system must monitor proper blood and
blood product storage temperature over a 24-hour period. (¢)(2) Inspections of the
alarm system must be documented. (f) Documentation. The laboratory must document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:



Based on an observation of the immunohematology thermometer alarm system and
corresponding documentation, and an interview with the laboratory manager on 05/20
/2021, the laboratory failed to document inspecting the alarm system for the
refrigerator temperature where blood and blood products are stored. The findings
include: 1. An observation of the laboratory's alarm system documentation on 05/20
/2021 at 1:30 PM revealed that the laboratory failed to document the regular
inspection of the immunohematology refrigerator alarm system since the time of the
previous survey on 02/26/2019. 2. An interview with the laboratory manager on 05/20
/2021 at 1:30 PM confirmed that the laboratory failed to document the inspection of
the immunohematol ogy refrigerator alarm since the time of the last survey on 02/26
/2019. 3. The laboratory reports performing 340 immunohematology patient tests
annually.



