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Tag
D2010 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(2)

The laboratory must test samples the same number of times that it routinely tests
patient samples.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory personnel, the laboratory did
not test proficiency testing samples the same number of times asit routinely tests
patient samples. Findingsinclude: The laboratory routinely tests patients for Rhesus
factor (Rh factor) once, but review of proficiency testing records for the past two
years on 05/16/2019 revealed that American Proficiency Institute (API) proficiency
testing samples for Rh factor were tested more than once. For the first and second
testing events of 2018, five testing personnel tested each of the five samples. For the
third testing event of 2018, two testing personnel tested samples#11 and 14. For the
first testing event of 2019, four testing personnel tested each of the five samples.
During an interview with the manager at 11:00 am. on 05/16/2019, she confirmed
that more than one testing person tested the proficiency test samples.



