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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A follow-up visit for the proficiency test desk review survey was performed onsite on

February 8, 2018. The laboratory failed to cease testing for the analytes of Hematocrit
and Red Blood Cell according to the enforcement letter dated July 5, 2017. The
laboratory performed 319 CBC (complete blood count) patient tests that included the
analytes of Hematocrit and Red Blood Cell from the period of July 20, 2017 to
February 8, 2018. The laboratory has not demonstrated two consecutive sustained
satisfactory performance (>80%) on two consecutive testing events for reinstatement.
The laboratory continued to be out of compliance based on the following
CONDITION LEVEL DEFICIENCIES: 493.803 successful participation in a
proficiency testing program 493.807 (@) Reinstatement after Failure 493.1403
laboratories performing moderate complexity testing; laboratory director
Frkkkkokkkkxkxkkkkkkx 30468 The following deficiencies are aresult of two desk
reviews performed on October 3, 2017 and November 16, 2017 of proficiency testing
scores obtained from the CM S (Center for Medicare Services) national database and
verified with the proficiency testing company, American Proficiency Institute (API).
The facility was found to be out of compliance with the conditions of participation of
the CLIA program. The following CONDITION LEVEL DEFICIENCIES were found
to be out of compliance: 493.803 successful participation in a proficiency testing
program 493.1403 |laboratories performing moderate complexity testing; laboratory
director 493.807 () reinstatement after failure These are repeat deficiencies noted on
the 6/17/17 CM S 2567.



