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Summary Statement of Deficiencies

D0000 The Starbuck Clinic laboratory was found to be out of compliance with the 
regulations of the Clinical Laboratory Improvement Amendments of 1988 (42 C.F.R. 
part 493) upon completion of the recertification survey performed on November 20, 
2024. The following standard-level deficiencies were cited: 493.1413 Technical 
consultant responsibilities, (b)(7) and (b)(8) .

D6045 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(7)

(b) The technical consultant is responsible for-- (b)(7) Identifying training needs and 
assuring that each individual performing tests receives regular in-service training and 
education appropriate for the type and complexity of the laboratory services 
performed;

This STANDARD is not met as evidenced by:
. Based on observation, document review, and interview with laboratory personnel, 
the Technical Consultant failed to ensure comprehensive initial training for two of two 
new testing personnel (TP) was performed and documented in 2024. Findings are as 
follows: 1. The laboratory performed moderate complexity Microbiology, Chemistry, 
and Hematology testing as confirmed by the Laboratory Director (LD) during a tour 
of the laboratory at 12:05 p.m. on 11/20/24. 2. An Afinion 2 chemistry analyzer was 
observed as present and available for use during the tour. The laboratory performed 
Microalbumin testing using this analyzer. 3. Competency evaluation of testing 
personnel was required in all testing areas at time of hire, after 6 months of work, and 
annually thereafter as established in the 6 Month/Annual Employee Competency 
procedure found in the Quality Assurance and Incident Management manual. 4. TP2 
received initial laboratory training and competency assessment in June 2024 and TP3 
received initial laboratory training and competency assessment in May 2024 as 
indicated on training and Employee Competency Documentation forms reviewed on 
date of survey. 5. The training and competency documents did not include 
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Microalbumin testing on the Afinion 2 analyzer. The laboratory was unable to provide 
the missing training records upon request. 6. In an interview at 2:05 p.m. on 11/20/24, 
the LD confirmed the above finding. .

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

(b) The technical 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 observation, document review, and interview with laboratory personnel, 
the Technical Consultant failed to ensure two of two tenured testing personnel (TP) 
were evaluated for competency in two of three microscopic examination test 
procedures in 2022 and 2023. Findings are as follows: 1. The laboratory performed 
KOH preparation (KOH) and vaginal wet preparation (VWP) microscopic 
examination testing as confirmed by the Laboratory Director (LD) during a tour of the 
laboratory at 12:05 p.m. on 11/20/24. 2. An American Optical Spencer microscope 
was observed as present and available for use during the tour. 3. Competency 
evaluation of testing personnel was required in all testing areas at time of hire, after 6 
months of work, and annually thereafter as established in the 6 Month/Annual 
Employee Competency procedure found in the Quality Assurance and Incident 
Management manual. 4. Competency assessments for KOH and VWP microscopic 
examination testing was not included in the Employee Competency Documentation 
forms completed for the LD and TP1 in 2022 and 2023. The laboratory was unable to 
provide the missing evaluations upon request. 5. In an interview at 1:07 p.m. on 11/20
/24, the LD confirmed the above finding. .


