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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 surveyor review of laboratory records and interview with the Manager of 
Laboratory Services, the laboratory director did not approve the Siemens epoc blood 
analysis system procedure until January 25, 2021, six days after the laboratory started 
patient testing with the test system. Findings include: 1. Review of the 'Document 
Change Review Request Form' for the Siemens epoc BGEM Orange Test Card 
procedure shows the laboratory director approved the procedure on January 25, 2021. 
2. Interview with the Manager of Laboratory Services (Staff A) on March 16, 2021 at 
12:20 PM revealed the laboratory used the Siemens epoc blood analysis system for 
patient testing as of January 19, 2021. Further interview confirmed the laboratory 
director did not approve the procedure before the laboratory began patient testing with 
the test system.
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