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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 review of the laboratory's personnel evaluation procedure and interview
with the [aboratory director and 2 technical consultants on 1/17/18, the laboratory
failed to follow their written policies and procedures to assess employee competency
in 2016 and 2017. Findings included: a. The laboratory's procedure to assess
employee competency anually was followed for one testing personnel, DN, in 2015.
There was no documentation that 2 testing personnel, DN and KP, were assessed in
2016 ad 2017. b. The 2 testing personnel performed and reported 911 patient test
results on urine microscopic examinations each year.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(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 general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's personnel competency assessment procedures and
interview of the laboratory director and technical consultants on 1/17/18, the
laboratory failed to establish and follow written policies and procedures for an



ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236. Findings included: The laboratory had not established written
policies and procedures to monitor and correct their failure to follow their personnel
competency assessment procedures. (See D5209)



