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Tag
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-- (e)(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.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory director (LD) failed to
ensure new testing personnel (TP) received appropriate training to perform high
complexity testing prior to reporting patient test results. Findingsinclude: 1. TP
record review on 7/2/19 revealed the |aboratory did not have training documentation
for 2 of 2 new TP. 2. Staff interview with the LD on 7/2/19 at 9:50 AM confirmed the
above findings. 3. The laboratory performs 6,238 tests annually in the subspecialty of
histopathology.

D6127 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the

performance of individuals responsible for high complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:



D6128

Based on record review and staff interview, the technical supervisor (TS) failed to
evaluate new testing personnel (TP) twice during the first year of employment.
Findings include: 1. Competency record review on 7/2/19, revealed, the laboratory did
not have twice annual competency documentation for 2 of 2 new grossing TP during
thefirst year of employment. 2. Staff Interview with the TSon 7/2/19 at 9:50 AM,
confirmed the laboratory did not document twice annual competency evaluations for 2
of 2 new grossing TP during the first year of employment. 3. The |aboratory performs
3,119 grossing tests per year in the specialty of histopathology.

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at least annually
after the first year, unless test methodology or instrumentation changes, in which case,
prior to reporting patient test results, the individual's performance must be reeval uated
to include the use of the new test methodology or instrumentation.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the technical supervisor (TS) failed to
document annual competency of testing personnel (TP) to assess the knowledge and
skills necessary to perform high complexity laboratory testing. Findingsinclude: 1.
Competency record review on 7/2/19, revealed the laboratory did not have annual
competency documentation after the first year of employment for of 2 of 2 grossing
TPin 2017 or 2018. 2. Staff Interview with the TS on 7/2/19 at 9:50 AM, confirmed
the laboratory failed to document annual competency evaluationsfor 2 of 2 TP in
2017 and 2018. 3. The laboratory performs 6,238 tests per year in the specialty of
histopathol ogy.



