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D6115 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(2)

The technical supervisor is responsible for verification of the test procedures 
performed and establishment of the laboratory's test performance characteristics, 
including the precision and accuracy of each test and test system.

This STANDARD is not met as evidenced by:
A. Based on the microscopic review of 396 negative gynecologic cytology cases
/slides from February 2023 and confirmation by the Technical Supervisor on March 
21, 2023 and April 4, 2023, the Technical Supervisor failed to verify the accuracy of 
three gynecologic cytology tests. C2023-1648 02/05/2023 FocalPoint Guided Imaging 
LABORATORY DIAGNOSIS: Negative for Intraepithelial Lesion or Malignancy 
SURVEY TEAM DIAGNOSIS: Unsatisfactory for Interpretation. Insufficient 
Cellularity TECHNICAL SUPERVISOR DIAGNOSIS: Unsatisfactory C2023-1789 
02/11/2023 FocalPoint Guided Imaging LABORATORY DIAGNOSIS: Negative for 
Intraepithelial Lesion or Malignancy SURVEY TEAM DIAGNOSIS: Unsatisfactory 
for Interpretation. Insufficient Cellularity TECHNICAL SUPERVISOR 
DIAGNOSIS: Unsatisfactory. Scant C2023-2388 02/19/2023 FocalPoint Guided 
Imaging LABORATORY DIAGNOSIS: Negative for Intraepithelial Lesion or 
Malignancy SURVEY TEAM DIAGNOSIS: Unsatisfactory for Interpretation. 
Insufficient Cellularity TECHNICAL SUPERVISOR DIAGNOSIS: Unsatisfactory B. 
Based on the microscopic review of 46 non- negative gynecologic cytology cases
/slides from January and February 2023 and confirmation by the Technical Supervisor 
on March 21, 2023, the Technical Supervisor failed to verify the accuracy of one 
gynecologic cytology test. C2023-0743 02/22/2023 FocalPoint Guided Imaging 
LABORATORY DIAGNOSIS: Low Grade Squamous Intraepithelial Lesion 
SURVEY TEAM DIAGNOSIS: Negative for Intraepithelial Lesion or Malignancy 
TECHNICAL SUPERVISOR DIAGNOSIS: Negative for Intraepithelial Lesion or 
Malignancy
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