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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6017 LABORATORY DIRECTOR RESPONSIBILITIES

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

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)(ii) Ensure that results are returned within the timeframes
established by the proficiency testing program.

This STANDARD is not met as evidenced by:

Based on areview of the American Proficiency Institute (API) proficiency testing
(PT) records and an interview with Testing Personnel #1, the Laboratory Director
failed to ensure the laboratory submitted results within the timeframes specified by the
proficiency testing program. This was noted on one of nine 2022 APl PT surveys. The
findingsinclude: 1. A review of the API PT records revealed the laboratory received a
score of zero percent on Microbiology 2022-Event #1 (for Throat Cultures and Urine
Colony Counts) due to "Failureto Participate”. 2. A review of the API Microbiology
2022-Event #1 records revealed the culture results were dated 3/21/2022, however the
API PT instructions specified the due date was 3/2/2022 at 11:59 PM. 3. During an
interview on 5/23/2023 at 2:15 PM, Testing Personnel #1 confirmed the Microbiol ogy
2022-Event #1 results were submitted |ate because she had written the wrong due date
on her calendar. SURVEY OR ID# 32558 Licensure and Certification Surveyor



