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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 the laboratory's procedure manual, lack of records, and interview
with the practice manager, the |aboratory failed to have documentation that the
procedure for performance of calibration every six months on the complete blood
count hematology analyzer was followed in 2021. The findings include: 1. Review of
the laboratory's procedure titled "Quality Control Program" revealed the following for
the compl ete blood count hematology analyzer: "Calibrations will be performed at
least every six months." 2. The laboratory was unable to provide any evidence that the
calibration due August 2021 was performed. 3. Interview with the practice manager at
approximately 11:40 am. on May 31, 2023 confirmed the laboratory failed to have
documentation that the procedure for performance of calibration every six months on
the complete blood count hematology analyzer was followed in 2021.



