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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 lack of documentation and confirmation by staff, the laboratory lacked an 
approved procedure manual for collecting, testing and reporting histopathology skin 
tissue specimens that included the signature and date of approval by the director. 
Findings include: 1. The laboratory procedure table of contents representing the online 
procedures failed to include the director's signature and date of approval. 2. In an 
interview on 04/13/2018 at approximately 12:05 P.M. the laboratory technical 
consultant confirmed the laboratory failed to have an approved procedure manual for 
histopathology tests performed.
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