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Tag
D6018 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(4)(iii)

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)(4)(iii) Ensure that all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to
identify any problems that require corrective action;

This STANDARD is not met as evidenced by:

Based on review of American Association Bioanalysts (AAB) proficiency testing
records and interview with testing personnel (TP) #6, the Laboratory Director failed to
ensure that all proficiency testing reports received, identified problems that require
corrective action in 2017. Findings include: 1. On the day of survey, 12/18/2018,
review of AAB Proficiency testing records, revealed the labortaory did not document
corrective action for AAB 2017 Event #1, 80% for Platelets. 2. TP#6 confirmed the
findings above on 12/18/2018 around 08:30 am

D6046 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:
Based on review of testing personnel (TP) competency assessment records and



D6051

D6053

interview with the technical consultant (TC) #1, the technical consultant failed to
evaluate the competency of all testing personnel as required in 2017 and 2018.
Findingsinclude: 1. On the day of survey, 12/18/2018, review of competency record
revealed 2 out of 9 TP were not assessed for competency in 2017 (TP#1 and #2). 2.
Also on the day of survey, it was revealed, when the labortaory director is unavailable
or out of the office, other physicians will sign reportsin their place. The laboratory
failed to perform yearly regulatory competency assessment on these personnel and
they were not listed on the CM S 209 L abortaory Personnel Report. 3. TC#1
confirmed the findings above on 12/18/2018 around 08:00 am.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(9): 493.1413(b)(8)(v)

The procedures for evaluation of the competency of the staff must include, but are not
limited to assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:

Based on review of testing personnel competency assessment records, proficiency
records and interview with Testing personnel (TP) #6 the technical consultant failed to
assess the test performance through previously analyzed specimens, internal blind
testing samples or external proficiency testing samples for testing personnel who
perform hematology tests from 2016 to the date of survey. Findings Include: 1. On the
day of survey, 12/18/2018, review of TP competency assessments records revealed, 8
out of 9 TP were not assessed through external proficiency testing samples or internal
blind testing samplesin 2017 and 2018 for centrifugal hematology. 2. TP#6 confirmed
the findings above on 12/18/2018 around 8:45 am.

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
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on review of competency assessment record and interview with the Technical
Consultant, the Technical Consultant (TC) #1 failed to evaluate and document the
performance of 1 out of 9 testing personnel (TP) responsible for the hematology tests
for their semi-annually competency during the first year. Findings include: 1. On the
day of survey, 12/18/2018, the laboratory was unable to produce documentation for
TP #5's semi-annually competency during the first year of hematology testing in 2017
to 2018. 2. During the interview on 12/18/2018, around 08:00 am, TC#1 confirmed
that testing personnel #5 was hired on 06/05/2017 and their semi-annual competency
assessments was not assessed during the first year performing hematology testing, and
they were not assessed for competency again until 03/27/2018.



