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Summary Statement of Deficiencies

ROUTINE CHEMISTRY
CFR(S): 493.841(a)

Failure to attain a score of at least 80 percent of acceptable responses for each analyte
in each testing event is unsatisfactory analyte performance for the testing event.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's American Proficiency Institute (API) proficiency
testing (PT) documentation and an interview with the Project Manager (PM), the
laboratory failed to attain a PT analyte score of at least 80 percent (%) for urinalysis.
Findings Include: 1. Review of three out of five of the laboratory's 2016 and 2017 API
PT events, provided on the date of survey, found 2016 3rd event, 2017 1st event and
2017 3rd event for urinalysis scores of 50%. 2. The PM confirmed the API PT event
scores of 50% for urinalysis. The interview occurred on 07/19/2018 at 1:40 PM.

ROUTINE CHEMISTRY
CFR(S): 493.841(f)

Failure to achieve satisfactory performance for the same analyte or test in two
consecutive testing events or two out of three consecutive testing eventsis
unsuccessful performance.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's American Proficiency Institute (API) proficiency
testing (PT) documentation and an interview with the Project Manager (PM), the
laboratory failed to achieve satisfactory PT performance for the Urinalysis test in two
out of three consecutive testing events. Findings Include: 1. Review of three out of
three of the laboratory's 2016 API urinalysis PT events, provided on the date of the



survey, found a 2016 3rd event urinalysis score of 50% for specific gravity. 2. Review
of three out of three of the laboratory's 2017 API urinalysis PT events, provided on
the date of the survey, found a 2017 1st event urinalysis score of 50% for bilirubin. 3.
The PM confirmed the laboratory received a 50% score for urinalysisin two out of
three consecutive APl PT events. The interview occurred on 0719/2018 at 1:40 PM.



