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Summary Statement of Deficiencies

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:

A review of laboratory policies and procedures for chemistry reviewed and approved
by the laboratory director on 7/20/15, areview of the chemistry Quality Control (QC)
records, and interviews with laboratory staff, demonstrated that the laboratory failed
to follow written procedures for Chemistry QC. Survey findings include: A) Review
of the "Siemens Dimension EXL Procedure revealed that the QC policy states: "2
levels of quality control material are performed on each day of patient testing "and
"the following Westguard multirules for acceptance of quality control results are used:
1 3S A runisrejected when a single control measurement exceeds the mean plus or
minus 3 SD" B) Review of the chemistry QC records for September 2023, revealed
that three levels of Biorad Multiqual QC material lot numbers level one 56711, level
two 56712, and level three 56713 were run on each day of patient testing. C) Review
of the chemistry QC records for September 2023 revealed that 21 of 22 runs level one
QC lot number 56711 was resulted as > 3 SD with a note "running with other two
levelsin range" for Calcium (CA) analysis, on 9/14/23 level one QC for for Sodium
(NA) was resulted as >3 SD with anote "running with other two levelsin range”, and
on 9/18/23 level two lot number 56712 for NA analysis was resulted as> 3 SD with a
note "running with other two levelsin range". D) In an interview, at 01:20 p.m. on 7
123/24, the laboratory director confirmed that the procedure for QC performed on the
Siemens Dimension EXL Procedure was not currently being followed, and the
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laboratory ran three levels of QC material on each day of patient testing with the rule
that QC results were acceptable if two of the three levels resulted within 2 SD of the
target mean. .



