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The laboratory must have appropriate and sufficient equipment, instruments, reagents,
materials, and supplies for the type and volume of testing it performs.

This STANDARD is not met as evidenced by:

. Based on observation, record review, and interview with the testing personnel, the
laboratory failed to have sufficient equipment for the testing it performs for 2
(November 2018 to November 2020) of 2 years. Findingsinclude: 1. An observation
on 11/5/20 at 8:54 am by the surveyor revealed a Sterling Diagnostics IsoComp |. 2.
Aninterview on 11/5/20 at 8:54 am with the testing personnel revealed the printer on
the Sterling Diagnostics IsoComp | analyzer was broken. 3. A review of the Sterling
Diagnostics IsoComp | analyzer datarevealed alack of instrument printouts to verify
transcribed data from November 2018 to November 2020 for the following processes:
a. Background counts b. Quality control c. Calibrations d. Patient test results



