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Summary Statement of Deficiencies

D2109 TOXICOLOGY
CFR(s): 493.845(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 American Proficiency Institute (API) proficiency testing (PT) 
documentation for 2019 during a desk review subsequent to the survey on 03-20-
2019, confirmed by staff interview, the laboratory failed to attain a score of at least 80 
percent acceptable analyte responses for toxicology testing. Findings: 1. An individual 
laboratory profile update run on 03-28-2019 revealed PT scores of 60 percent for 
analytes digoxin and acetaminophen in the first testing event of 2019. 2. An API 
performance summary was retrieved for the event showing the following: Analyte: 
digoxin Sample Reported Expected Score CH-01 1.0 0.6-1.1 Acceptable CH-02 2.9 
9.6-16.1 Acceptable CH-03 2.3 1.4-2.2 Unacceptable CH-04 0.9 0.4-0.9 Acceptable 
CH-05 1.7 1.0-1.6 Unacceptable Analyte: acetaminophen Sample Reported Expected 
Score CH-01 6.5 0.0-6.3 Unaceptable CH-02 158.9 126.9-165.9 Acceptable CH-03 
93.9 76.6-100.8 Acceptable CH-04 6.0 2.1-10.8 Acceptable CH-05 60.9 39.2-54.9 
Unacceptable 3. In a telephone interview from the site on 04-09-2019 at 0900 CDT, 
the general supervisor (CMS form 209) confirmed the API scores.
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