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Summary Statement of Deficiencies

ROUTINE CHEMISTRY
CFR(S): 493.841(a)

Failure to attain a score of at least 80 percent of acceptable responses for each analyte
in each testing event is unsatisfactory analyte performance for the testing event.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of the laboratory's records for evaluation of
proficiency testing performance from the CMS 96 Report, laboratory proficiency
reporting from API, and an interview with the laboratory technical consultant (TC) on
11/22/2021 between 9:30 am. and 11:30 am., it was determined that there were three
unacceptable (below 80 %) proficiency testing (PT) results for Chemistry in the 2020
and 2021 submission date ranges. Findings include: 1. On 11/22/2021, an inspection
was conducted between 9:30 am. and 11:30 am. 2. During areview of the laboratory
documentation from API (agency providing the proficiency specimens), it was noted
at approximately 10 am. that there were three unacceptable PT results for general
chemistry. The laboratory utilizes the OCD Vitros instruments for general chemistry
testing. The TC recognized these atypical results. 3. The findings and acceptable
ranges were as follows: Cycle 2 2020 Chemistry Analyte: TIBC (3/5 unacceptable)
Sample Actual Result Expected Result (range) CH-06 317 327-502 CH-09 206 209-
292 CH-10 285 302-392 Cycle 2 2021 Chemistry Analyte: Glucose (5/5
unacceptable) Sample Actual Result Expected Result (range) CH-06 84 63-78 CH-07
131 100-123 CH-08 202 156-192 CH-09 177 137-168 CH-10 236 186-229 Cycle 3
2020 Chemistry Analyte: Ferritin (2/2 unacceptable) Sample Actual Result Expected
Result (range) 1A-11 78 46-59 | A-12 122 69-100 4. The TC affirmed the unacceptable
results listed above.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1407(e)(5)



The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (€) The laboratory
director must-- (e)(5) Ensure that the quality control and quality assessment programs
are established and maintained to identify failuresin quality as they occur.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of the laboratory's records for evaluation of
proficiency testing performance from the CM S 96 Report, |aboratory proficiency
reporting from API, and an interview with the laboratory technical consultant (TC) on
11/22/2021 between 9:30 am. and 11:30 am., it was determined that there were three
unacceptable (below 80 %) proficiency testing (PT) results for Chemistry in the 2020
and 2021 submission date ranges. . The findings include: See D-2087 (3 deficiencies)
listed above.



