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Summary Statement of Deficiencies

D6074 TESTING PERSONNEL RESPONSIBILITIES
CFR(s): 493.1425(b)(5)

(b)(5) Be capable of identifying problems that may adversely affect test performance 
or reporting of test results and either must correct the problems or immediately notify 
the technical consultant, clinical consultant or director; and

This STANDARD is not met as evidenced by:
Based on surveyor review of the Quality Control (QC) records and interview with the 
Corporate Quality Manager (CQM), the Testing Personnel failed to identify problems 
that may affect test performance by not reviewing and evaluating trends and/or shifts 
of Routine Chemistry QC results performed on the REICHERT Digital Refractometer 
analyzers from June 2021 to 4/29/25. The CQM confirmed on 4/29/25 at 11:10 am 
that trends and shifts were not reviewed. Note: This deficiency was previously cited.
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