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D6098 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445()(8)

The laboratory director must ensure that reports of test results include pertinent
information required for interpretation.

This STANDARD is not met as evidenced by:

Based on review of laboratory test reports and interview with laboratory director (LD)
3/13/20, the LD failed to ensure patient test reports for urine microscopic and wet
prep testing included pertinent information required for interpretation. Findings:
Review of patient test report, date of birth (DOB) 9/10/1979, for the wet prep test
revealed the reference range for Clue Cells was recorded as saline-saline. Review of
patient test report, DOB 8/15/1958, for the urine microscopic test revealed no
reference ranges for the following: White Blood Cell (WBC), Red Blood Cell (RBC),
Epithelial Cells, Bacteria, Y easts, Crystals or Casts. During exit interview at
approximately 11:45 am. the LD confirmed the test reports failed to include pertinent
information required for interpretation. She stated they did not realize the Clue Cells
reference range showed up as saline-saline. She also stated the urine microscopic
reference ranges were on previous reports, but they must have dropped off when a
computer update took place.



