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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 observation and interview with Testing Personnel #1 (TP1), the laboratory
failed to label the hematology reagent with the name, contents, lot #, open date, and
expiration date for the current reagent cube on the Beckman Coulter AcT diff
hematology analyzer. Findings include: 1. During atour of the laboratory on 12/18/19
at approximately 9:16 am, the surveyor observed a cube of reagent on a shelf below
and connected to the Beckman Coulter AcT diff hematology analyzer. 2. The cube of
reagent lacked documentation of the name of the reagent, contents, lot #, open date,
and expiration date. 3. On 12/18/19 at approximately 9:16 am when queried, TP1
confirmed the reagent on the analyzer to be the Coulter diff Act Pak Reagent Kit
which is"put on the analyzer at the beginning of each month." 4. During the interview
on 12/18/19 at approximately 9:16 am, TP1 confirmed the hematology reagent cube
on the hematology analyzer had no identification of it's name, contents, lot#, open
date, and expiration date.



