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Tag
D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on review of Siemens Rapid Point 500 arterial blood gas (ABG) procedure,
ABG quality control (QC) log for 2018/2019 and interview with testing personnel #7
the laboratory failed to follow ABG QC procedure for three of seven monthsin 2019.
Findings: 1. Review of Siemens Rapid Point 500 ABG procedure states "Manual QC
level 1, 2, 3isto be performed following the change of the measurement cartridge/QC
cartridge”. The Measurement cartridge is changed every 27 days. 2. Review of ABG
QC showed no QC was documented for February, March and April of 2019. 3.
Interview with testing personnel #7 on July 9, 2019 at 12:30 PM confirmed the
laboratory failed to follow ABG procedure for QC.



