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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on review of laboratory records and personnel interviews; the laboratory failed
to retain all printouts and transcribed data for microbiology testing for 12 of 12
months in 2020, affecting 3,548 patient test results. Findings Include: 1. Review of
patient test records for Chlamydia Trachomatis and Neisseria Gonorrhea testing on
the Cepheid GeneXpert analyzer found no instrument printout records were retained
for two of two testing dates reviewed. Patient Identification Test Date P4 12-22-2020
P5 09-21-2020 2. Review of patient test results for Candida, Gardnerella, and
Trichomonas testing on the BD VPIII Affirm test system found no transcribed patient
testing result records were retained for two of two testing dates reviewed. Patient
Identification Test Date P9 12-23-2020 P10 09-21-2020 3. Surveyor requested
instrument print outs and transcribed data for the four patient test results reviewed on
6-8-2022 at 10:26 am with testing personnel (TP) #1, as identified on the CM S-209. 4.
Interview with TP#1 on 6-8-2022 at 10:26 am, stated they were unable to locate
transcribed patient testing records for BD VPIII affirm testing and instrument print-
outs from the Cepheid GeneXpert for the year 2020. 5. Review of patient test volume
records found the laboratory perform 3,548 patient tests in the specialty of
microbiology in the year 2020. 6. Interview with TP#1 on 6-8-2022, at 12:40pm
confirmed the above findings.
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