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Summary Statement of Deficiencies

D5407 PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the 
current laboratory director before use.

This STANDARD is not met as evidenced by:
Based on review of 20 laboratory policies and procedures and interviews with the 
Laboratory Director/Technical Supervisor, the laboratory failed to ensure that 20 of 20 
written procedures were approved, signed and dated by the Laboratory Director. 
Findings include: 1. The Laboratory Director failed to sign and date 20 of 20 
laboratory procedures. Procedures include: - Instructions for Submitting Fine Needle 
Aspiration Cytology Specimens - Instructions for Submitting Urologic Cytology 
Specimens - Specimen Acceptance and Rejection - Quick/Full Accessioning Protocol 
- Reference Lab Protocol - FNA Adequacy Protocol - ThinPrep 2000 Non-Gyn - 
Cytology Slides and Blocks Retention - Papanicolaou Stain - Centrifuge Operation
/Cleaning and Maintenance - Cytology Records and Reports - Cytology Workload - 
Pathologist - Post Analytic Quality Assurance - Pre-Analytic Daily QA - Verification 
of Performance Specifications - Procedure of Creation, Review and Approval of 
Standard Operation Procedures - Quality Assurance and Quality Management - 
Quarterly Statistical Laboratory Evaluation - Standard Operating Procedure (SOP) 
CellSolutions F50 Non-Gyn Protocol 2. During interviews on February 5, 2024 at 10:
45 AM and 1:00 PM, these findings were confirmed by the Laboratory Director
/Technical Supervisor.
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