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Summary Statement of Deficiencies

D5801 TEST REPORT
CFR(s): 493.1291(a)

(a) The laboratory must have an adequate manual or electronic system(s) in place to 
ensure test results and other patient-specific data are accurately and reliably sent from 
the point of data entry (whether interfaced or entered manually) to final report 
destination, in a timely manner. This includes the following: (a)(1) Results reported 
from calculated data. (a)(2) Results and patient-specific data electronically reported to 
network or interfaced systems. (a)(3) Manually transcribed or electronically 
transmitted results and patient-specific information reported directly or upon receipt 
from outside referral laboratories, satellite or point-of-care testing locations.

This STANDARD is not met as evidenced by:
Based on record review and staff interview, the laboratory failed to report patient test 
results accurately on the final patient test report in the specialty of hematology. 1. 
Record review on 7/22/2025 of the laboratory's test report for patient#1 revealed the 
following: a. 'Measure: Grade of Motility/Prog; Normal Values: 2.5 - 4.0'. b. 
'Measure: Grade of Motility; Normal Values: none to slight'. c. Lack of 
documentation of semen 'Agglutination' reporting on the test report. 2. Record review 
on 7/22/2025 of the 'Andrology Laboratory Standard Operation Procedures, Normal 
Values - Semen Analysis Values' revealed the following normal reference ranges: a. 
'Measure: Forward Progression; Normal Values: 2.5 - 4.0'. b. 'Measure: Agglutination; 
Normal Values: None to Slight'. 3. Staff interview on 7/22/2025 at 11:45 AM with the 
laboratory 's General Supervisor (GS) confirmed the above findings. The GS further 
commented that this was due to a software glitch. 4. The laboratory performs 1,600 
semen analysis annually in the specialty of hematology.
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