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(X4) 1D Prefix Summary Statement of Deficiencies
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 laboratory procedure review and interview with the assigned laboratory
testing person, laboratory testing personnel did not follow the laboratory's procedure
manual for Urine Microscopic examination . Findingsinclude: 1 At the time of the
survey, (13:30 03/14/2018) the procedure for Urine Microscopic examination requires
urine to be centrifuged between 2,000 and 3,000 revelutions per minute(rpm). 2 The
only centrifuge in the lab was set above 3,000 rpm for serum separation, and can not
be adjusted by the end user. 3 During the survey the assigned testing person
confirmed the above findings.



