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Summary Statement of Deficiencies

D6094 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are 
established and maintained to assure the quality of laboratory services provided and to 
identify failures in quality as they occur.

This STANDARD is not met as evidenced by:
Based on review of patient medical records and interview with the laboratory director 
(LD), the LD failed to ensure that quality assurance procedures were performed to 
identify problems in the analytic and post analytic phases of Histopathology patient 
testing Findings: 1. On February 11, 2019 two patients were processed for MOHS 
testing with incorrect case numbers documented in the log book. 2. Patient "A" 
MOHS case number in the log book was 19M041 on the MOHS map, slides, and 
patient final report the MOHS case number was 19M042. 3. Patient "B" MOHS case 
number in the log book was 19M042 on the MOHS map, slides, and patient final 
report the MOHS case number was 19M043 4. The LD stated that she not aware of 
error with Patient "A" and Patient "B" because the tech stated the error was for two 
other patients with incorrect MOHS case numbers. 5. The LD confirmed that Patient 
"A" and Patient "B" had incorrect MOHS case numbers documented in the log book.
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