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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 maintenance records and interview with testing
personnel and the technical consultant, staff A did not adhere to laboratory policies by
documenting maintenance and control activities days prior to performing the tasks.
Findingsinclude: 1. Review of the "Sysmex XS-1000i Maintenance Log" on Tuesday,
April 16, 2019 showed staff A initialed entries showing performance of function
checks, maintenance, and quality control activitieson April 15, 16, 17, and 18. The
log showed staff A performed daily start-up activities on April 15, 16, 17 and April
18, 2019, and daily shutdown and weekly maintenance activities on April 15 and 17,
2019. 2. Interview with staff A on April 16, 2019 at 9:15 AM revealed staff A
completed the maintenance log on Monday, April 15, 2019 for the activities staff A
expected to perform throughout the week. 3. Interview with the technical consultant
on April 16, 2019 at 9:15 AM confirmed staff A did not adhere to the laboratory's
policies by completing the maintenance log prior to performing the identified
activities.



