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D2009 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must
attest to the routine integration of the samples into the patient workload using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on review of proficiency testing (PT) attestation statements for 2019 (kit
#31824289) and 2020 (kit #33230629) and interview with the laboratory personnel,
the laboratory failed to have the director (or designee) sign the attestation statements
under the subspecialty of Bacteriology. Findingsinclude: 1. The PT attestation
statements noted above did not have the signature of the director or designee. 2. The
laboratory personnel acknowledged that the attestation statements indicated above
lacked the signature of the director or designee.

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on review of Proficiency Testing (PT) reports from 2019 and 2020. the
laboratory failed to provide evidence of areview and evaluation for PT scores
received for Gram Stain evaluation. Findingsinclude: 1. The PT review page for PT
kit #31824289 from the 3rd event of 2019 and kit #33237754 from the 2nd event of
2020 failed to indicate a reviewed by signature and date. 2. The laboratory personnel
acknowledged that the PT scores were reviewed, but the review was not documented.



D6054

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after thefirst year.

This STANDARD is not met as evidenced by:

Based on lack of competency evaluation documentation for review and interview with
the laboratory personnel, the technical consultant failed to provide an evaluation of
the performance of 1 out of 3 individuals responsible for moderate complexity testing
at least annually. Findings include: 1. During the survey conducted on October 16,
2020, no 2019 annua competency eval uation documentation was presented for review
for 1 out of 3 testing personnel for testing performed under the specialty of
Microbiology. 2. The facility personnel acknowledged that the competency evaluation
noted above was completed, but could not be located.



