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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 records and interview with testing personnel (TP)
#1, the laboratory failed to establish policies and procedures to assess employee
competency. Findings Include: 1. Review of the laboratory's quality assessment plan
on page 2 of 10 under the heading of "Personnel" stated the following: "We will
establish and follow written policies and procedures, as described in the CLIA
personnel requirements, to evaluate employee competency (and consultant
competency, if applicable)." 2. Review of the laboratory's policy and procedure
manual found no policy had been established to assess the competency of personnel
listed on the CM S-209. 3. On survey date 01-23-2018 at 03:15 pm, TP#1 confirmed
the laboratory failed to establish a competency assessment policy.

D6032 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 isrequired for specimen



D6054

D6063

D6066

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 review of laboratory records and interview with laboratory testing personnel
(TP) #1; the laboratory director failed to identify the responsibilities and duties of
each person engaged in all phases of testing. Findings Include: 1. No duties and
responsibilities were specified in writing for 2 of 2 testing personnel listed on the
CMS-209. 2. No duties and responsibilities were specified in writing for the
laboratory director, clinical consultant, and technical consultant. 3. On survey date 01-
23-2018, at 3:15 pm, TP#1 confirmed that there were no documents specifying the
duties and responsibilities for each person engaged in testing process.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at least
annually, after thefirst year.

This STANDARD is not met as evidenced by:

Based on review of laboratory records and interview with testing personnel (TP) #1;
the laboratory's technical consultant failed to ensure annual competency assessments
were completed for 1 of 1 testing personnel. Findings Include: 1. Review of
competency assessment records for testing personnel (TP) #1 from 2016 through 2017
found no competency assessments were completed for chemistry and hematology
testing. 2. During survey date 01-23-2018, at 3:15 pm, TP#1 confirmed no
competency assessments had been completed by the technical consultant in 2016 and
2017 for moderate complexity chemistry and hematology testing performed by TP#1.

LABORATORY TESTING PERSONNEL
CFR(s): 493.1421

The laboratory must have a sufficient number of individuals who meet the
gualification requirements of 493.1423, to perform the functions specified in 493.
1425 for the volume and complexity of tests performed.

This CONDITION is not met as evidenced by:

Based on review of laboratory records and interview with testing personnel (TP) #1;
the laboratory failed to employ testing personnel (TP) who meet the qualification
reguirements of 493.1423. Findings Include: 1. TP#2, aslisted on the CM S-209,
failed to have documented training prior to analyzing patient specimens for moderate
complexity hematology and chemistry testing. See D6066.

TESTING PERSONNEL QUALIFICATIONS
CFR(9): 493.1423(b)(4)(ii)

Have documentation of training appropriate for the testing performed prior to
analyzing patient specimens.



This STANDARD is not met as evidenced by:

Based on review of laboratory records and interview with testing personnel (TP) #1;
the laboratory failed to have training documentation for 1 of 1 new TP listed on the
CMS-209. Findings Include: 1. Interview with TP#1 on 1-28-2018 at 2:10 pm,
confirmed TP#2 started patient testing in November of 2017. 2. Review of |aboratory
personnel records found no training documentation for TP#2 prior to analyzing patient
specimens. 3. On survey date 01-28-2018, at 3:15 pm, TP#1 confirmed the laboratory
failed to have training documentation for moderate complexity hematology and
chemistry testing for TP#2 prior to analyzing patient specimens.



