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Summary Statement of Deficiencies

D5409 PROCEDURE MANUAL
CFR(s): 493.1251(e)

The laboratory must maintain a copy of each procedure with the dates of initial use 
and discontinuance as described in 493.1105(a)(2). 

This STANDARD is not met as evidenced by:
Based on a review of the Procedure Manual, validation of the Revogene Group B 
Streptococcus, and an interview with the Technical Supervisor, the laboratory failed 
to maintain a copy of the "Revogene Group B Streptococcus (GBS) Lim Broth (LB) 
Assay Procedure" with the date of initial use and the previous Laboratory Director's 
signature for review. The findings include: 1. A review of the Procedure Manual 
revealed the current Laboratory Director signed the Revogene Group B Streptococcus 
(GBS) Lim Broth (LB) Assay Procedure on 09/01/2020. 2. A review of the validation 
of the Revogene Group B Streptococcus revealed the previous Laboratory Director 
approved the validation on 11/20/2019 and patient testing started on 11/25/2019. 3. 
During an interview on 06/03/2021 at 4:30 PM, the Technical Supervisor stated she 
cleaned the Procedure Manual out before the survey and accidentally misplaced the 
original "Revogene Group B Streptococcus (GBS) Lim Broth (LB) Assay Procedure" 
which obtained the date of initial use and signature of the previous Laboratory 
Director.
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