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D3031 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 document review and interview with laboratory personnel, the laboratory 
failed to retain Mohs Micrographic Surgery quality control (QC) slides for at least 2 
years. The laboratory performed approximately 350 Mohs Micrographic Surgery 
procedures annually. Findings are as follows: 1. The laboratory performed Mohs 
Micrographic Surgery as confirmed by the Histotechnician (HT) during a tour of the 
laboratory on 10/11/18 at 1:05 p.m. 2. During the tour, the HT stated separate Mohs 
QC slides were created using excess tissue from the first patient case of the day. 3. 
Mohs QC slides associated with cases 17-033 from 05/15/17 and 18-065 from 05/14
/18 were not available on date of survey. The laboratory was unable to provide the 
Mohs QC slides upon request. 4. In an interview on 10/11/18 at 1:20 p.m., the HT 
indicated the QC slides were discarded after surgeon review on each day of patient 
testing.
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