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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6103 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(13)

The laboratory director must ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills.

This STANDARD is not met as evidenced by:

Based on review of the laboratory personnel records and personnel interview with the
office manager and Testing Personnel 2 (TP), the Laboratory Director failed to ensure
competency was maintained for 1 of 2 TP, performing synovial fluid examination.
Findings Include: 1. On the day of survey, 01/27/2022, the laboratory failed provide
documentation of competency assessment performed on TP2 from 08/09/2019 to 01
[27/2022. 2. 61 synovia fluid examinations were performed from January 2021
through the date of the survey. 3. During the survey the Office Manager confirmed the
findings above.



