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Tag
D6019 LABORATORY DIRECTOR RESPONSIBILITIES

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

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)(iv) Ensure that an approved corrective action planisfollowed
when any proficiency testing results are found to be unacceptable or unsatisfactory.

This STANDARD is not met as evidenced by:

Based on surveyor review of Proficiency Testing (PT) reports from the Wisconsin
State Laboratory of Hygiene (WSLH) and laboratory PT records, and interview with
the technical consultant, the laboratory director did not ensure the laboratory took
remedial actions for one of one unacceptable platelet test score received during the
second hematology PT event in 2020. Findingsinclude: 1. Review of PT reports from
WSLH showed the laboratory participated in the second event in 2020 for hematol ogy
and received an unacceptable score for platelets on sample AS-6. The laboratory
reported 6 x 10"9 platelets/ Liter, the acceptable range was 50 - 83. 2. Review of
laboratory PT records showed no evaluation of the unacceptable score. 3. Interview
with the technical consultant on September 10, 2021 at 9:30 AM confirmed the
laboratory had not taken remedial action in response to the unacceptable platelet result
on sample AS-6 in 2020. Thisis arepeat deficiency previously cited on August 9,
2011 and August 13, 2015.



