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Summary Statement of Deficiencies

ROUTINE CHEMISTRY
CFR(S): 493.1267(b)(d)

For blood gas analyses, the laboratory must perform the following: (b) Test one
sample of control material each 8 hours of testing using a combination of control
materials that include both low and high values on each day of testing. (d) Document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to test control
material every 8 hours of performing and reporting blood gas analytes (hydrogen
concentration, partial pressure of oxygen, partial pressure of carbon dioxide, and
oxygen saturation) results for 23 of 24 days patient testing was performed in April and
May 2021 Findingsinclude: 1) Review on 5/20/2021 of patient blood gas test records
from April and May 2021 revealed 29 patient blood gases had been reported on 24
different days. 2) Review on 5/20/2021 of control records for blood gas testing from
April and May 2021 revealed quality control testing was not performed within 8 hours
before patient testing on 23 of the 24 days; for 28 out of 29 patients tested and
reported during this period. 3) Interview on 5/20/2021 at 9:45 a.m. with a Technical
Supervisor (TS) confirmed control testing had not been performed for 28 of the 29
patient blood gas results reported. The TS revealed revealed the blood gas analyzer
was a replacement instrument, put into use in April 2021, and had not been
programmed to perform the quality control testing automatically each day.



