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Summary Statement of Deficiencies

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

(a) A written procedures manual for all tests, assays, and examinations performed by 
the laboratory must be available to, and followed by, laboratory personnel. Textbooks 
may supplement but not replace the laboratory's written procedures for testing or 
examining specimens.

This STANDARD is not met as evidenced by:
Based on a review of laboratory policies and procedures for Blood Bank Section, a 
review of the daily quality assurance on reagents records, and interviews with 
laboratory staff, the laboratory failed to follow written procedures for daily testing of 
reagents and no procedure for blood product storage, alarm testing for blood product. 
Survey findings include: A) The laboratory policy and procedure titled, "ABO Rh 
Quality Control" states the following, "The procedure used for daily quality assurance 
of reagents is based on agglutination." Blood banking started September 2024, and 
daily quality testing of reagents agglutination was not performed. B) September 
through December 2024 daily quality control was performed only 44 out of 110 days. 
C) January through July 2025 daily quality control was performed only 46 out of 212 
days. D) In an interview on 9/25/2025 at 11:18 a.m., the Technical Consultant (TC) 
confirmed no daily quality testing of reagents agglutination was not performed. E) 
Upon request, the laboratory could not provide additional policies and procedures that 
defined blood and blood product storage, appropriate conditions, adequate 
temperatures, and testing alarm system for blood products. F) In an interview on 9/25
/2025 at 11:33 a.m., the Technical Consultant (TC) confirmed no additional policy 
existed.
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