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Summary Statement of Deficiencies

D5793 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(b)(c)

(b) The analytic systems quality assessment must include a review of the effectiveness 
of corrective actions taken to resolve problems, revision of policies and procedures 
necessary to prevent recurrence of problems, and discussion of analytic systems 
quality assessment reviews with appropriate staff. (c) The laboratory must document 
all analytic systems assessment activities.

This STANDARD is not met as evidenced by:
Based on laboratory personnel interview and chemistry corrective action log record 
review on May 4, 2023 at 11:00 am, the laboratory's analytic systems quality 
assessment for chemistry failed to include a review of the effectiveness of corrective 
actions taken to resolve problems. Findings included: a. In chemistry, it was the 
practice of the laboratory to perform patient testing using one of three Roche Hitachi 
Cobas 6000 instruments. b. According to laboratory personnel, when the test results of 
quality control materials tested on the Roche Hitachi Cobas 6000 instruments failed to 
met the laboratory's criteria for acceptability, laboratory staff were to document the 
occurrence in the "DLS - ITC Chemistry Department Action Log." c. As part of the 
laboratory's analytic systems quality assessment, the "DLS - ITC Chemistry 
Department Action Log" and chemistry quality control records were to be reviewed 
monthly. d. On November 6, 2022, laboratory records indicated that the level 1 
quality control material test result for potassium failed to meet the laboratory's criteria 
for acceptability. However, this occurrence of an unacceptable potassium quality 
control test result was not documented in the "DLS - ITC Chemistry Department 
Action Log." e. During this survey, laboratory personnel was able to determine that no 
patient potassium tests were performed and reported on November 6, 2022. f. 
Laboratory records indicate that the laboratory's November 2022 potassium quality 
control record and "DLS - ITC Chemistry Department Action Log" were reviewed 
pursuant to the laboratory's monthly analytic systems quality assessment protocol but 
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without any notation as to why the unacceptable potassium quality control test result 
was not documented in the "DLS - ITC Chemistry Department Action Log" and/or 
why potassium quality control testing occurred when no patient specimens were tested 
and reported. The laboratory's analytic systems quality assessment mechanisms were 
not effective/sufficient in recognizing these issue until it was discovered during the 
course of this survey. g. According to laboratory survey records, the laboratory 
performed approximately 2 million patient tests annually using the Roche Hitachi 
Cobas 6000 instruments.


