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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(4)

Proficiency testing records. Retain all proficiency testing records for at least 2 years.

This STANDARD is not met as evidenced by:

Based on proficiency testing (PT) record review and an interview with the testing
personnel, the laboratory failed to retain proficiency testing documents from the
American Association of Bioanalysts (AAB) for the culture and identification of
microorganism for 2016 and for the College of American Pathologist 2017 event 1.
Findings: 1. A review of PT documents revealed the laboratory failed to retain all the
proficiency records from AAB during 2016 and CAP testing from 2017 event 1. 2. An
interview on June 11, 2018 at 5:00 PM, with the testing personnel, confirmed the
laboratory was not able to make available the PT testing records for microbiology.

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 arecords review and an interview with the laboratory testing personnel, the
technical consultant failed to evaluate the competency of the 3 testing personnel
performing potassium hydroxide (KOH) since the last survey on September 9, 2016.
Findings: 1. A review of personnel records revealed the technical consultant failed to
evaluate the competency assessments of the 3 testing personnel listed on the CM S-209
Personnel Report form. 2. An interview on June 11, 2018 at 5:40 PM, with the



laboratory testing personnel, confirmed the technical consultant failed to perform
competency assessments on the testing personnel.



