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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 record review and interview with the Quality Assurance Manager, the 
current laboratory director failed to sign and date the laboratory procedure manuals 
for Quality Assurance, Competency Assessment and Total Protein testing. The 
laboratory performs approximately 50,000 chemistry tests per year. Findings include: 
1. Record review of procedures on 4/22/2024 at approximately 12:45 PM, revealed 
the Quality Assurance procedure, the Competency Assessment procedure and the 
Total Protein Testing procedure were not signed or dated by the current laboratory 
director. 2. In an interview conducted with the Quality Assurance Manager on 4/22
/2024 at approximately 12:45 PM, confirmed that the Quality Assurance, Competency 
Assessment and Total Protein testing procedures were not signed or dated by the 
current Laboratory Director.
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