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Summary Statement of Deficiencies

D5415 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(c)

Reagents, solutions, culture media, control materials, calibration materials, and other 
supplies, as appropriate, must be labeled to indicate the following: (1) Identity and 
when significant, titer, strength or concentration. (2) Storage requirements. (3) 
Preparation and expiration dates. (4) Other pertinent information required for proper 
use.

This STANDARD is not met as evidenced by:
Based on surveyor observation, review of laboratory procedure and interview with 
testing personnel (TP) #1 11/1/23, the laboratory failed to label quality control 
reagents for the DxH 520 hematology analyzer with an open date and new expiration 
date when put in use. Findings: At approximately 9:15 a.m. surveyor observed three 
vials of quality control (QC) reagent, DxH 500 Series Control Lot #352315311, Lot 
#362315312 and Lot #372315313, in use and not labeled with an open date and new 
expiration date. Review of laboratory procedure, Beckman Coulter DxH 520 CBC and 
Automated Diff, revealed on page 9, "Procedure (External QC) 1. Remove control 
tubes from the refrigerator. Verify controls are within open stability. If opening a new 
set of controls, document open date and new open expiration date on vial. Allow to 
warm to room temperature 15-30C (59-86F) for 15 minutes before mixing.". During 
interview with TP #1 at approximately 9:15 a.m., TP #1 stated she writes the date in 
which the QC reagent expires on the maintenance log for the DxH 520 and the vials 
that are open are designated by marking the lid with a black marker. She also 
confirmed the QC vials in use were not labeled with an open date and new expiration 
date.
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