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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 the laboratory intranet and hardcopy version of the laboratory procedure 
manual review and confirmation by the laboratory director, the director failed to sign 
and date as approved 2 of 2 new laboratory procedures before they were placed into 
use, the laboratory procedures for histology test requisitions and for histology test 
reports. The laboratory performed approximately 40 tests per year for outpatient 
histology specimens. Findings include: 1. The laboratory procedures failed to include 
the director's signature, electronic or handwritten, for changes made to the requisition 
procedure on 12/13/2018 and report procedures on 10/22/2018. 2. In an interview with 
the director and staff on 02/05/2019 at approximately 1:00 P.M., the director and staff 
confirmed the procedures were updated and were missing the director's signature as 
documentation the changes were approved.
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