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Summary Statement of Deficiencies

IMMUNOHEMATOLOGY
CFR(S): 493.1271(c)(f)

(c) Blood and blood products storage. Blood and Blood products must be stored under
appropriate conditions that include an adequate temperature alarm system that is
regularly inspected. (c)(1) An audible alarm system must monitor proper blood and
blood product storage temperature over a 24-hour period. (¢)(2) Inspections of the
alarm system must be documented. (f) Documentation. The laboratory must document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Review of the laboratory's policy and procedure for "Temperature Checks of Blood
Bank Refrigeration”, the continuous monitoring charts for the blood bank refrigerator
and plasma storage freezer, records of the blood bank refrigerator and plasma storage
freezer alarm checks, lack of documentation and interview demonstrated that the
laboratory failed to perform periodic alarm checks for the blood bank blood storage
refrigerator and plasma storage freezer for the calendar year 2022 through 2024
Findings follow: A) Review of the laboratory's policy and procedure for "
Temperature Checks of Blood Bank Refrigeration " revealed " Daily monitoring and
quarterly temperature verification of the temperature alarms will be conducted and the
results recorded on the appropriate log . B) Review of the laboratory documentation
for blood bank refrigerator alarm check revealed that no alarm check was documented
in 2022 through 2024 for the Blood Bank refrigerator and Fresh Frozen Plasma (FFP)
freezer. C) Upon request, the laboratory was unable to provide documentation of
blood bank refrigerator, or FFP freezer alarm checks performed for 2022 through
2024. D) In an interview on November 19, 2024, at 1:10 p.m., the Technical
Consultant stated that the laboratory had not performed alarm checks on the blood
storage refrigerator and FFP freezer.



