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Summary Statement of Deficiencies

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on surveyor observation of blood collection supplies and interview with
laboratory personnel, staff A, the laboratory had four of four expired lithium heparin
tubes available for use in the specimen collection area. Finding include: 1.
Observation of blood collection supplies available on April 13, 2021 at 11:30 AM
revealed four of four lithium heparin tubes had expired on March 31, 2021. 2.
Interview with staff A on April 13, 2021 at 11:33 AM confirmed four of four lithium
heparin tubes expired on March 31, 2021 and were available for use in the specimen
collection area.

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 surveyor review of competency assessment records and interview with
laboratory personnel, staff A, the technical consultant, who is the laboratory director,
did not evaluate the competency for one of one moderate complexity testing personnel
in 2019 and 2020. Findings include: 1. Review of competency assessment forms
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showed no evidence of evaluation of competency for one of one moderate complexity
testing personnel competency by the technical consultant, who is the laboratory
director, in 2019 and 2020. 2. Interview with staff A on April 13, 2021 at 11:45 AM,
confirmed the technical consultant, who is the laboratory director, did not document
evaluation of competency for one of one moderate complexity testing personnel in
2019 and 2020.



