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Summary Statement of Deficiencies

D6123 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(8)(iii)

The procedures for evaluation of the competency of the staff must include, but are not 
limited to review of intermediate test results or worksheets, quality control records, 
proficiency testing results, and preventive maintenance records.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's Quality Assessment Policy, maintenance records 
and interview with Testing Personal (TP) #4 and #5 (CMS 209 form), the Technical 
Supervisor (TS) failed to perform and document the review of maintenance records 
from 12/15/2022 to date of survey 09/18/2024. Findings include: 1. According to the 
Quality assessment Policy," The Laboratory director's designee will review the 
laboratory records monthly for the following factors: Patient Test Management, 
Quality Control, Proficiency testing, Maintenance, Inventory, Communication, 
Complaints. 2. On the day of survey, 09/18/2024, the laboratory failed to provide 
documentation for 24 out of 24 monthly reviews by the Laboratory Director or 
designee for maintenance performed from 12/15/2022 to 9/18/2024 for the following: 
--- H & E Stain Quality Management Log -- IHC &Special Stain Quality Control Log 
-- Solution Change and Rotation for Automatic Stainer Log -- Solution Change and 
Rotation for Tissue Processor Log 3. Further review of temperature logs revealed that 
the laboratory failed to provide documentation for 24 of 24 monthly reviews by the 
Laboratory Director or designee for maintenance performed from 12/15/2022 to 9/18
/2024 for the following: --Room Temperature -- Tissue Processor -- Embedder -- 
Oven -- Refrigerators -- Humidity 4. TP #4 and TP #5 (CMS-209) confirmed above 
findings on 09/18/2024 at 1:38 pm.
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