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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5437 CALIBRATION AND CALIBRATION VERIFICATION

CFR(S): 493.1255(a)

Unless otherwise specified in this subpart, for each applicable test system the
laboratory must perform and document calibration procedures-- (1) Following the
manufacturer's test system instructions, using calibration materials provided or
specified, and with at least the frequency recommended by the manufacturer; (2)
Using the criteria verified or established by the laboratory as specified in 493.1253(b)
(3)-- (2)(i) Using calibration materials appropriate for the test system and, if possible,
traceable to areference method or reference material of known value; and (2)(ii)
Including the number, type, and concentration of calibration materials, as well as
acceptable limits for and the frequency of calibration; and (3) Whenever calibration
verification fails to meet the laboratory's acceptable limits for calibration verification.

This STANDARD is not met as evidenced by:

Based on reviews of calibration records for the Beckman Coulter DxH 500
Hematology analyzer, areview of the manufacturer's instructions, areview of Sysmex
Insight IQAP (Interlaboratory Quality Assurance Program) Reports, and an interview
with the Laboratory Director/ Technical Consultant, the laboratory failed to ensure
calibrations were performed as per the manufacturer's instructions to correct for biases
noted in the quality control (QC) data. The laboratory further failed to implement a
policy specifying the frequency of calibrations. These problems were noted to have
occurred from the date of installation of the new analyzer in March 2022 till the date
of the survey (8/16/2023). The findingsinclude: 1. A review of the Beckman Coulter
DxH 500 Hematology analyzer records revealed the instrument was calibrated during
the installation on 3/23/2022. There was no other documentation of calibration until 4
/18/2023 (approximately 13 months later). 2. During an interview 8/16/2023 at 12:15
PM, the surveyor asked the Laboratory Director/ Technical Consultant how often the
Beckman Coulter DxH 500 should be calibrated; the Laboratory Director/ Technical
Consultant stated the manufacturer does not specify how often calibration was



required. The surveyor then requested the Beckman Coulter "Instructions for Use
Manual". 3. A review of the Beckman Coulter DxH 500 "Instructions for Use
Manual", under Chapter 11 Quality Assurance on page 11-1 revealed, "...Calibration...
When to Verify Calibration ... ... Y ou should verify the calibration of your instrument
...... When controls show evidence of unusual trends (all levels demonstrate similar
parameter recovery) ...". 4. A review of the Sysmex Insight IQAP reportsrevealed a
positive accuracy bias >2.0 SDI (greater than two Standard Deviation Index) for all
three control levelsin the MCV (Mean Corpuscular Volume), a Red Blood Cell
(RBC) parameter, for the following periods: A) 12/2/2022 - 1/4/2023 for Lot # 22142
B) 3/01 - 4/12/2023 for Lot # 23146 C) 4/12 - 5/26/2023 for Lot # 23147 The only
corrective action noted was for Lot # 23146, "QC in expected range". There was no
indication the laboratory had investigated the SDI biases, or implemented corrective
measures to alleviate the trends. 5. During the exit interview on 8/16/2023 at 3:45 PM,
the surveyor reviewed and confirmed the above findings with the Laboratory Director/
Technical Consultant. In addition, the surveyor stated the laboratory should
implement a policy specifying the frequency of Hematology calibrations, and
circumstances that indicate a calibration is necessary. SURVEY OR ID #32558
Licensure and Certification Surveyor



