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D5553 IMMUNOHEMATOLOGY
CFR(s): 493.1271(b)(f)

(b) Immunohematological testing and distribution of blood and blood products. Blood 
and blood product testing and distribution must comply with 21 CFR 606.100(b)(12); 
606.160(b)(3)(ii) and (b)(3)(v); 610.40; 640.5(a), (b), (c), and (e); and 640.11(b). (f) 
Documentation. The laboratory must document all control procedures performed, as 
specified in this section.

This STANDARD is not met as evidenced by:
Based on a review of immunohematology records, policies, and interview with 
technical supervisor (TS) #1, the laboratory failed to include the physician's signature 
for the emergency issuance of four out of four blood units released on February 2, 
2024, and June 12, 2024, and failed to document the temperature of seven out of 
seven blood units reissued from April 10, 2023, to February 27, 2024. Findings: 1. A 
review of "Blood Bank Transfusion Records" used to record uncrossmatched blood 
units transfused failed to include the physicians' signature for the emergency issuance 
of three blood products released on June 12, 2024 (visit #770470020) and one blood 
product released on February 2, 2024 (visit #770498902) as required by their 
Emergency Issuance of Blood Products policy. 2. A review of immunohematology 
records revealed the laboratory failed to take and record the temperature of units not 
transfused and reissued for service on 4/10/2023 (unit W042323007004), 9/5/2023 
(units W042423114692, W042423115731), 12/25/2023 (units W042323026673, 
W042323028619), and 2/27/24 (units WO04232400464, W042324003012) as 
required by their Emergency Issuance of Blood Products policy. 3. An interview with 
TS #1 on October 1, 2024, at 12:00 PM confirmed emergency release documents did 
not include the physicians' signature, and laboratory staff failed to take and record the 
temperature of reissued blood products per their policy from April 10, 2023, to 
February 27, 2024.
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