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Summary Statement of Deficiencies

D6019 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(4)(iv)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(4)(iv) Ensure that an approved corrective action plan is followed 
when any proficiency testing results are found to be unacceptable or unsatisfactory. 

This STANDARD is not met as evidenced by:
Based on review of proficiency testing results from American Proficiency Institute 
(API) and staff interview on 11/04/2021, it was determined the laboratory director 
failed to ensure a corrective action plan was established when testing analytes were 
found to be unsatisfactory or unsuccessful. Findings include: Review of proficiency 
testing results revealed that there was no corrective action documented following a 
0% (Not Submitted) score for Hematology 2nd event of 2020. Interview with 
Technical Consultant at 11:00AM on 11/04/2021 revealed there is no mechanism in 
place to ensure corrective action is performed following an unsatisfactory score.
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