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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT

CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on review of the Sysmex XP-300 hematology procedure, Sysmex XP-300
analyzer printouts, patient test reports, quality assessment records and confirmed by
laboratory personnel identifier #9 (refer to the Laboratory Personnel Report) at
approximately 1:30 pm on 4/23/2019, the |aboratory failed to establish awritten
guality assessment policy to monitor, assess, and correct problems related to entering
the incorrect medical record number into the Sysmex XP-300 hematology analyzer for
three out of three patients in January of 2019. The findingsinclude: 1. The Sysmex
XP-300 hematology procedure stated, as part of performing a complete blood cell
count (CBC), the testing personnel must "Enter the MRN [medical record number]
using the touch keypad." 2. Patient A (identifier MRN XXXX014) had aCBC
performed on 1/12/2019. The Sysmex XP-300 printout had the MRN as XXXX015. 3.
Patient B (identifier MRN XXX X159) had a CBC performed on 1/23/2019. The
Sysmex XP-300 printout had the MRN as 2. 4. Patient C (identifier, MRN XXX X519)
had a CBC performed on 1/27/2019. The Sysmex X P-300 printout had the MRN as
XXXX520. 5. Quality assessment activities performed in January 2019 did not
identify problems related to entering the incorrect medical record number into the
Sysmex XP-300 hematology analyzer.



