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Summary Statement of Deficiencies

D6007 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(1)

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)(1) Ensure that testing systems developed and used for each of the 
tests performed in the laboratory provide quality laboratory services for all aspects of 
test performance, which includes the preanalytic, analytic, and postanalytic phases of 
testing; 

This STANDARD is not met as evidenced by:
Based on observation of the laboratory, review of the verification of performance 
specification records, the complete blood count patient testing records and interview 
with the office manager, the laboratory director failed to review and approve the 
complete blood count instrument verification records prior to patient testing in 2018. 
The findings include: 1) Observation of the laboratory on December 6, 2018 at 9:15 a.
m. revealed the Beckman Coulter AcTdiff2 serial number BE18258 complete blood 
count instrument in use for patient testing. 2) Review of the verification of 
performance specification records revealed the instrument installation dated July 10, 
2018 with no laboratory director signed approval. The records were incomplete with 
unreadable half pages of graphs. 3) Review of the complete blood count patient 
testing records revealed patient testing began on July 20, 2018 with the Beckman 
Coulter AcTdiff2 serial number BE18258. 4) Interview on December 6, 2018 at 10:30 
a.m. with the office manager confirmed the new Beckman Coulter AcTdiff2 serial 
number BE18258 complete blood count instrument was installed July 10, 2018, and 
patient testing began July 20, 2018.
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