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Summary Statement of Deficiencies

D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper 
storage of reagents and specimens, accurate and reliable test system operation, and 
test result reporting. The criteria must be consistent with the manufacturer's 
instructions, if provided. These conditions must be monitored and documented and, if 
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity. 
(4) Protection of equipment and instruments from fluctuations and interruptions in 
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:
Based on review of the manufacturer's user's manual, review of the temperature 
charts, and interview with the laboratory director (LD), the laboratory failed to 
monitor humidity in the space where the hematology analyzer was located. Findings: 
1. The laboratory performed hematology testing using a Medonic M-Series analyzer. 
2. The Medonic user's manual listed acceptable operating conditions for humidity as 
"Up to 80%." 3. The laboratory's temperature logs did not include humidity. 4. During 
the survey on 09/18/2024 at 12:30 PM, the LD confirmed that the laboratory was not 
monitoring humidity in the space where the hematology analyzer was located.

D5783 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 unacceptable 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 
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accurate and reliable patient test results.

This STANDARD is not met as evidenced by:
Based on review of the procedure manual, review of quality control (QC) records, and 
interview with the laboratory director (LD), the laboratory failed to document 
corrective actions taken when QC results were outside acceptable ranges. Findings: 1. 
The QC procedure stated "All out of range QC will be repeated and if persists the 
laboratory director will be informed and a QC out of range report will be generated. 2. 
The laboratory used a "Control Performance Log" (QC log) to document daily QC 
performance every month. The QC log included columns to document when QC was 
in range and QC was out of range. At the bottom of the log was a section to document 
corrective actions taken when QC was out of range. 3. On 01/03/2024, level 1 QC was 
repeated twice with no corrective actions documented on the QC log. 4. On 04/16
/2024: a. Red blood cells on the level 1 QC was out of range high and was not 
repeated. b. Multiple analytes were out of range high on the level 2 QC. QC was 
repeated and hemoglobin was out of range low and was not repeated again. c. 
Hemoglobin on the level 3 QC was out of range low. QC was repeated and was back 
in range. d. Corrective actions taken were not documented on the QC log for any of 
the out of range QC results. e. Three patients were tested. 5. On 08/26/2024, level 2 
QC was repeated twice with no corrective actions documented on the QC log. 6. 
During the survey on 09/18/2024 at 12:30 PM, the LD confirmed that corrective 
actions were not documented when QC results were out of acceptable range.


