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Summary Statement of Deficiencies

D2007 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient 
workload by personnel who routinely perform the testing in the laboratory, using the 
laboratory's routine methods

This STANDARD is not met as evidenced by:
Based on a proficiency testing (PT) desk review and an interview with the laboratory 
supervisor, the laboratory failed to test the College of American Proficiency (CAP) 
PT samples by the same personnel who routinely performed blood gas analyses since 
the last survey on August 23, 2017. Findings: 1. A review of CAP PT records and 
laboratory documents revealed the laboratory testing personnel who perform patient 
blood gas analysis on the EPOC test system failed to test PT samples since the last 
survey. 2. The laboratory performed approximately 2400 blood gas analytes in 2018. 
3. An interview with the laboratory supervisor on June 20, 2019 at 9:35 AM, 
confirmed the laboratory failed to test CAP PT samples by the testing personnel who 
routinely performed patient blood gas analyses since the last survey.

D6034 TECHNICAL CONSULTANT QUALIFICATIONS
CFR(s): 493.1411

The laboratory must employ one or more individuals who are qualified by education 
and either training or experience to provide technical consultation for each of the 
specialties and subspecialties of service in which the laboratory performs moderate 
complexity tests or procedures. The director of a laboratory performing moderate 
complexity testing may function as the technical consultant provided he or she meets 
the qualifications specified in this section.
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This STANDARD is not met as evidenced by:
Based on a record review of personnel documents and an interview with the 
laboratory supervisor, the laboratory supervisor, who was also listed as the technical 
consultant, failed to qualify as a technical consultan in order to provide technical 
oversight and consultation for the laboratory performance of blood gas analysis on the 
EPOC since the last on August 23, 2017. Findings: 1. A review of personnel 
documents revealed the laboratory supervisor failed to meet the education and training 
requirements to qualify for the position of technical consultant. 2. An interview with 
the laboratory supervisor on June 20, 2019 at 9:15 AM, confirmed the laboratory 
supervisor failed to meet the education requirements to qualify for the position of 
technical consultant.


