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D5807 TEST REPORT
CFR(s): 493.1291(d)

Pertinent "reference intervals" or "normal" values, as determined by the laboratory 
performing the tests, must be available to the authorized person who ordered the tests 
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:
Based on survey review of a patient's Complete Blood Count (CBC) test report and 
laboratory procedures and interview with the technical supervisor, the reference range 
shown on the patient report was not the same as the approved reference range in the 
procedure. Findings include: 1. Review of the reference range of the CBC patient test 
reports showed the ranges for hematocrit (HCT) and Mean Corpuscular Volume 
(MPV) are: Patient/age/HCT %/MCV fL One/20 year-old male/40.0-52.0/83.0-94.0 
Two/22-year old female/30.0-52.0/83.0-99.0 2. Review of the "Horiba ABX Micros 
60" procedure showed the approved reference ranges for are: Patient/age/HCT %
/MCV fL One/20-year old male/39.0-51.0/80.0-98.0 Two/22-year old female/32.0-
42.0/80.0-98.0 3. Interview with the technical supervisor on November 2, 2022, at 10:
50 AM confirmed the reference range on the patient report was not consistent with the 
approved reference range in the procedure.
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