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Summary Statement of Deficiencies

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:
Based on surveyor review of the Proficiency Testing records and interview with the 
Testing Personnel (TP), the laboratory failed to evaluate coded results obtained for 
Toxicology proficiency testing performed with the American Proficiency Institute 
(API) in the 1st 2018 event. The finding includes: 1. The laboratory did not evaluate 
code 2 "Not Graded" for USD Opiates - No Consensus - event 1, 2018. 2. The TP #1 
listed on CMS form 209 confirmed on 1/29/19 at 10:30 am that the laboratory failed 
to evaluate coded results.

D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and when indicated, correct problems 
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The 
laboratory must document all analytic systems assessment activities. 

This STANDARD is not met as evidenced by:
Based on surveyor review of the Procedure Manual (PM), Quality Control (QC) 
records and interview with the Testing Personnel (TP), the laboratory failed to 
establish a procedure to verify new QC material used in Toxicology tests before use 
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from 2/23/17 to the date of the survey. The TP #1 listed on CMS form 209 confirmed 
on 1/29/19 at 10:00 am the laboratory did not have a procedure to verify new 
Toxicology QC.


