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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6072 TESTING PERSONNEL RESPONSIBILITIES

CFR(S): 493.1425(b)(3)

Each individual performing moderate complexity testing must adhere to the
laboratory's quality control policies, document all quality control activities, instrument
and procedural calibrations and maintenance performed.

This STANDARD is not met as evidenced by:

Based on surveyor review of hematology maintenance logs, review of patient test
records and quality control records, and interview with the technical consultant and
testing personnel, testing personnel did not document two of five days of wright stain
quality control in March 2022. Additionally, testing personnel did not document
quarterly maintenance for the Sysmex pocH-100i analyzer between November 2020
and May 2021 and documented biweekly maintenance only once in three of twelve
months in 2021. Findingsinclude: 1. Review of stained slides and patient test records
on March 14, 2022 showed testing personnel evaluated wright stained slides for
patient one on March 9 and patient two on March 13, 2022. Review of the stain
quality control records for March 2022 revealed testing personnel documented stain
quality control on three days. The records showed no documented wright stain quality
control on March 9 or March 13, 2022. 2. Review of the maintenance logs for the
Sysmex pocH-100i analyzer showed personnel documented quarterly maintenance on
November 26, 2020 and May 21, 2021. The logs showed no other documented
quarterly maintenance between November 2020 and May 2021. Further review of the
maintenance |logs showed personnel documented biweekly maintenance only once
during each of three monthsin 2021. In January, April and November the logs only
showed documentation of biweekly maintenance on January 6, April 7, and
November 16, 2021. 3. Interview with testing personnel (staff A) on March 14, 2022
at 11:05 AM confirmed wright stain quality control was not documented on March 9



and 13, 2022 when they performed wright stain evaluations of patient samples.
Interview with the technical consultant on March 14, 2022 at 10:30 AM confirmed
quarterly and biweekly maintenance was not documented as required in 2021.



