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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 surveyor review of the Competency Assessment (CA) records and interview
with the Testing Personnel (TP), the laboratory failed to perform CA correctly on
eight out of eight TP in the calendar years 2016 and 2017. The findings include: 1.
The laboratory did not document when testing personnel were observed, what records
were reviewed and how assessment was done. 2. Assessment of problem solving skills
and test performance through external or blind specimenwas not documented on CA
foral TP. 3. The TP # 1 listed on CM S form 209 confirmed on 4/3/18 at 1:20 pm that
the CA was not performed correctly.

D6029 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(11)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (€)(11) Ensure that prior to testing patients' specimens, all personnel
have the appropriate education and experience, receive the appropriate training for the
type and complexity of the services offered, and have demonstrated that they can
perform all testing operations reliably to provide and report accurate results.



D6032

This STANDARD is not met as evidenced by:

Based on surveyor review of the Personnel Files (PF) and interview with the Testing
Personnl (TP), the Laboratory Director failed to have training documented for four out
of eight new TP from 2017. The TP # 1 listed on the CM S form 209 confirmed on 4/3
/18 at 1:00 pm that new TP did not have training records.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(14)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(14) Specify, in writing, the responsibilities and duties of each
consultant and each person, engaged in the performance of the preanalytic, analytic,
and postanalytic phases of testing, that identifies which examinations and procedures
each individual is authorized to perform, whether supervision is required for specimen
processing, test performance or results reporting, and whether consultant or director
review isrequired prior to reporting patient test results.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Personnel Files (PF) and interview with the Testing
Personnel (TP), the Laboratory Director (LD) did not specify in writing the duties and
responsibilities of TP engaged in the performance of preanalytic, analytic and post
analytic phases of Compltete Blood Count tests from 3/16/16 to the date of survey.
The TP #1 listed on CMS form 209 confirmed on 4/3/18 at 1:00 pm that the LD did
not specify the duties and responsibilities of TP.



