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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 procedure manual and specimen log review and interview with the 
laboratory director (LD), the laboratory did not ensure that the date of interpretation of 
dermatophyte testing and final patient result was recorded on the patient testing log. 
Findings: 1. The laboratory utilizes a past plan of correction from a prior laboratory 
survey as part of its procedure manual. The procedure states that "The date the 
specimen interpretation is made will be noted, and whether it is positive or negative." 
2. A review of "Patient Test Results Log, Fungal Culture Media" worksheets from 
August, 2017 to April, 2019 showed that patient results were not documented 2 out of 
138 times; and 3. The date that the dermatophyte test was interpreted was not 
documented 14 out of 138 times. 4. During an interview on 4/17/19 at 9:45 AM, the 
LD confirmed that all patient results and dates of dermatophyte test interpretation 
were not documented on the patient log.
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