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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must
attest to the routine integration of the samples into the patient workload using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on proficiency test (PT) record review and interview with staff, the director and
the testing person failed to attest PT samples were integrated into the patient workload
and handled like patient samples for 4 of 4 semen analysis PT testing events reviewed
from the 2nd event of 2017 to the 1st event of 2019. Findings include: 1. Semen
analysistest records for 4 of 4 testing events reviewed failed to include a signed
attestation statement by the analyst and the director stating PT samples had been
handled in the same manner as patient samples. 2. Staff confirmed in interview on 06
124/2019 at approximately 12:00 PM, they were not aware that a signature by the
analyst and director was required.

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(1)

Test requisitions and authorizations. Retain records of test requisitions and test
authorizations, including the patient's chart or medical record if used as the test
requisition or authorization, for at least 2 years.

This STANDARD is not met as evidenced by:

Based on patient test records review and interview with staff, the |aboratory failed to
retain, for at least 2 years, the test requisition for 1 of 4 complete semen analysis tests
reviewed. Findingsinclude: 1. Patient test records failed to include the original order



for semen analysis testing on patient 33204 tested on 10/10/2017. 2. Staff confirmed
during interview on 09/24/2019 at approximately 12:30 PM, testing for patient 33204

was ordered by an outside provider and they were unable to locate the original test
requisition.



