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Tag
D2009 TESTING OF PROFICIENCY TESTING SAMPLES

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

(b)(1) Theindividual 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 upon areview of the American Proficiency Testing Institute (API) proficiency
test attestation records for ten eventsin 2024 and 2025, lack of documentation, and
interviews with laboratory staff, it was determined that required signatures to attest to
the routine integration of proficiency test samplesin the patient workload were not
present on 3 of the ten events reviewed. Survey findings follow: A) Review of the
attestation forms for APl Microbiology 2024 3rd proficiency test event for tissue
KOH examinations revealed that it was not signed by the testing personnel. B)
Review of the attestation forms for APl Microbiology 1st event 2024 and API
Hematol ogy/Coagulation 2nd event 2024 reveal ed they were not signed by the
laboratory director or designee. C) In an interview, at 11:15 a.m.on 8/6/25, the
laboratory staff member (# 1 as listed on the form CM S-209) confirmed the API
proficiency testing attestation forms identified above were not signed by the required
personnel.

D6032 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(14)

(e)(14) Specify, in writing, the responsibilities and duties of each consultant and each
person, engaged in the performance of the preanalytic, analytic, and postanalytic
phases of testing, that identifies which examinations and procedures each individua is
authorized to perform, whether supervision is required for specimen processing, test
performance or results reporting, and whether consultant or director review isrequired



D6046

prior to reporting patient test results.

This STANDARD is not met as evidenced by:

. Based upon review of personnel files for two testing personnel listed on the form
CMS-209, lack of documentation, and interviews with laboratory staff, the laboratory
director failed to authorize two of two testing personnel to perform testing without
direct supervision. Survey findingsinclude: A) Review of personnel filesfor two
testing personnel listed on form CMS-209 (Personnel #s1, 2) revealed written
authorization from the laboratory director to perform moderately complex testing
without direct supervision was not present. B) In an interview, at 11:15 am. on 8/6
/25, laboratory staff member #1 (aslisted on the form CM S-209) confirmed the lack
of written authorizations to test for employees (#s 1,2 on form CM S 209).

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(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. The procedures for evaluation of the competency of the
staff must include, but are not limited to--

This STANDARD is not met as evidenced by:

Based upon review of the testing personnel records, areview of the procedure manual,
and interviews with laboratory staff, the technical consultant failed to evaluate the
competency of testing personnel for 2024 and 2025 using the six required methods for
evaluating testing personnel competency. Findings follow: A) In review of the
procedure manual there were no policies addressing the evaluation of testing
personnel with the following components as required by the CLIA regulations: a
Assessment of problem solving skills b. Direct observation of routine patient test
performance, including patient preparation. c. Monitoring the recording and reporting
of test results. d. Review of intermediate test results or worksheets, quality control
records, proficiency testing results, and preventive maintenance records e. Assessment
of test performance through testing previously analyzed specimens, interna blind
testing samples or external proficiency testing samples. B) In review of personnel
records for testing personnel (#2 on the form CMS 209) , it was determined the
competency assessments documented in 2023 and 2024 did not address the following
components required for evaluation of personnel at least annually as outlined in the
CLIA regulations. a. Assessment of problem solving skills b. Direct observation of
routine patient test performance, including patient preparation c. Monitoring the
recording and reporting of test results. d. Review of intermediate test results or
worksheets, quality control records, proficiency testing results, and preventive
maintenance records e. Assessment of test performance through testing previously
analyzed specimens, internal blind testing samples or external proficiency testing
samples. C) In an interview at 10:58 on 8/6/25 employee #1 (as listed on the form
CMS-209) confirmed the laboratory has no policy for, or any documentation of,
performing competency assessment using: assessment of problem solving skills;
direct observation; monitoring recording and reporting of test results; review of
worksheets; quality control records, maintenance; and proficiency samples; or
assessment through blind testing samples.



