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Summary Statement of Deficiencies

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(2)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(2) Results of control or calibration materials, or
both, fail to meet the laboratory's established criteria for acceptability. All patient test
results obtained in the unacceptabl e test run and since the last acceptable test run must
be evaluated to determine if patient test results have been adversely affected. The
laboratory must take the corrective action necessary to ensure the reporting of
accurate and reliable patient test results.

This STANDARD is not met as evidenced by:

Based on review of Access Il chemistry quality control (QC) records and confirmed
by laboratory personnel identifier #1 (refer to the Laboratory Personnel Report) at
approximately 12:30 pm on 07/07/2022, the laboratory failed to take and document
corrective action when thyroid stimulating hormone (TSH) QC failed to meet the
laboratory's established criteriafor one out of 30 days of patient testing in April 2022.
The findings include: 1. For level 3 TSH control 1ot number 85263 (expiration 11/30
122), the laboratory established an acceptable range of 24.34- 32.06 ulU/mL. 2. On 04
/05/2022, the laboratory recorded aresult of 32.35 ulU/mL for level 3 TSH QC. 3. At
the time of the survey, personnel identifier #1 confirmed that the laboratory did not
have corrective action for the out of range QC on 04/05/2022.



