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Summary Statement of Deficiencies

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish 
and follow written policies and procedures to assess employee and, if applicable, 
consultant competency.

This STANDARD is not met as evidenced by:
Based on observation of records and interview with the technical supervisor, the 
laboratory did not perform competency evaluations for the clinical consultant. 
Findings: 1. The personnel file for the clinical consultant did not include competency 
check evaluations (performed by the laboratory director) to ensure that the clinical 
consultant performed duties as required and in a reliable manner; and 2. This was 
confirmed during interview, with the technical supervisor, on the afternoon of the day 
of survey.

D5807 TEST REPORT
CFR(s): 493.1291(d)

Pertinent "reference intervals" or "normal" values, as determined by the laboratory 
performing the tests, must be available to the authorized person who ordered the tests 
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:
Based on review of one final test report for the reporting of a patient blood glucose 
result, the report did not include the reference range for the blood glucose result. 
Findings: 1. The glucose reference (normal) range was not reported on the one final 
report for Patient A who had a routine chemistry panel that included results for blood 
glucose. The reference ranges for all other chemistry analytes were given on the 
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report; and 2. The missing reference range for the blood glucose was confirmed 
during interview with the technical supervisor during the afternoon of the day of 
survey.


