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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 review of the laboratory's procedure manuals and discussion with the staff 
the new laboratory director hired 12/01/2019 did not sign and date the procedure 
manuals used in the laboratory. Findings include: 1. Review of all procedures manuals 
revealed that the new laboratory director did not sign the following procedure 
manuals. a. Bacteriology Procedure Manuals. b. Blood Bank Procedure Manuals. c. 
Chemistry Procedure Manuals. d. Coagulation Procedure Manuals. e. Hematology 
Procedures Manuals. f. IQCP Procedure Manuals. g. Serology Procedure Manuals. h. 
Urinalysis Procedure Manuals. 2. The Laboratory Manager/Technical Supervisor and 
Lead Tech/ General Supervisor concurred with these findings on 09/22/2020 at 15:
30PM.
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