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Summary Statement of Deficiencies

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 review of laboratory records and interview with the laboratory technical
supervisor (TS); the laboratory failed to report complete Viscosity Reference Ranges
for semen analysis on four of four fina patient reports. Findings Include: 1.
Laboratory procedures manual and final reports of four patients (PT) from dates; 10/09
12020 (PT 1), 11/22/2021 (PT 2), 10/01/2021 (PT 3), and 01/04/2022 (PT 4) were
reviewed. 2. Surveyor review of four of four patient (PT) final reports revealed:
PATIENT VISC. RES* RR** (PT 1) Very increased Average (PT 2) Average
Average (PT 3) Average Average (PT 4) Average Average 3. Review of the reference
ranges chart utilized for examining patient samples on page 32 of the laboratory
procedure manual revealed: Result RR** Viscosity Average/lncreased/Decreased 4.
On survey date 05/26/2022, at 10:50 am, the above findings were confirmed by the
TS.* VISCOSITY RESULT ** REFERENCE RANGE (WHO 5TH EDITION)



