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Summary Statement of Deficiencies

D5787 TEST RECORDS
CFR(s): 493.1283(a)

The laboratory must maintain an information or record system that includes the 
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time 
of specimen receipt into the laboratory. (a)(3) The condition and disposition of 
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4) 
The records and dates of all specimen testing, including the identity of the personnel 
who performed the test(s).

This STANDARD is not met as evidenced by:
Based on surveyor review of test records and interview with the technical consultant, 
the laboratory did not document the identity of the Advanced Practice Nurse 
Prescriber (staff A or staff B) who performed microscopic testing of vaginal wet prep 
samples for two of two records reviewed. Findings include: 1. Review of test records 
for two vaginal wet preps performed by Advanced Practice Nurse Prescribers (staff A 
or staff B) showed the test records did not identify the person who performed the test. 
2. Interview with the technical consultant on February 25, 2019 at 12:00 PM 
confirmed the laboratory did not document the identity of the personnel performing 
vaginal wet prep tests.
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