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POLICY


It is the policy of the Einstein Medical Center General Chemistry Laboratory to perform and evaluate quality control material daily for quantitative and qualitative tests to verify assay performance.  All new lot numbers of control material must be evaluated prior to use. This includes monitoring the performance, and establishing new ranges.

Quality control material plays an important role in the laboratory in assuring the accuracy and reliability of the patient data.  The following outlines the guidelines for evaluating a new lot of quality control, and should be referred to when evaluating the data obtained from the new lot correlation study before it is put into use.  

Principle
For quantitative and qualitative tests, new reagent lots and/or shipments must be tested in parallel with old lots before or concurrently with being placed in service.    

Procedure
 A.
Qualitative Tests:

For qualitative tests, at least one known positive and one known negative sample from the old reagent lot against the new reagent lot will be performed.  For tests where patient samples are not stabile, quality control material will be used to verify new reagent lots.  Qualitative test acceptability criteria: Positive and Negative responses must match exactly.  Urinalysis semi-quantitative results (i.e. protein, glucose etc.) should match within one semi-quantitative grade.  Example: Glucose test strip = 70 mg/dL Acceptable result is 30 mg/dl, 70 mg/dl or 150 mg/dl.

B.
Quantitative Tests: 

Before a new lot number of reagent is placed in service, it is necessary to perform calibration and run quality controls.  When calibration and quality controls are run and are acceptable, the technician will select one sample that have been performed on the previous lot number. The samples will be re-assayed using the new reagent lot number.  The value obtained on the new lot should agree within the established difference of that particular analyte of the original value obtained on the previous lot.  For each analyte tested, calculate the allowable range difference using Lot to Lot Verification Acceptability Criteria.  Record all information requested on the New Reagent Lot Validation Chart. (CHQA01-008 Form A2 New Lot Calibration Reagent Log)  Document whether or not the reagent is acceptable for use.  Date and initial the form. Submit values to supervisor or lead tech for review.

1.
Entering the new lot in Cerner for evaluation:
a. Select the DB QC Maintenance Icon and click the open folder icon.

b. Select the control that is to be adjusted.

c. On the first tab (Define Lot) enter new lot number, received date and time, and expiration date and time.

d. Select the second tab (Define Test Site) and under the drop down next to test site chose the instrument(s) to be changed. Ensure that the new lot is selected on this tab.
e. Select the third tab (Define Procedures). If all tests are not under the selected numeric procedures, then click on the tests to adjust in the left column and select the move icon to move the item to the right side. 
f. Once all correct tests are selected for that control, select the rule that will apply to that test for that control, in most cases Westgard will be selected.
g. Enter the mean and standard deviation and the 2SD range with automatically populate. 

h. Once all ranges are populated, click the save icon.

i. If there are more instruments that utilize this control, repeat steps 4-9. 

1) The new lot number must be entered on all the Chemistry interfaced instruments that use that control
2.
Establishing the New Tentative Ranges:
a.
Assayed Controls 
1) New lots of assayed control material will utilize the manufacturer’s published  range  and  should be evaluated for at least 30 days. 
2) Ranges may be fine-tuned or adjusted after the review of a month’s worth of data.

3) Perform a statistical analysis to determine the tentative mean and 2 standard deviation range using the Abbott QC Program and Cerner.
4) At the end of the evaluation the supervisor/lead tech will input the new range in the analyzer and Cerner.
b.
Unassayed Controls 
1) New lots of unassayed control material should be evaluated for at least 30 days prior to the expiration of the current lot of control.  As many data points as possible should be obtained, using various lots of reagents and if possible multiple calibrations.

2) Current lot and new lot of controls are to be run parallel with pre-programmed barcode labels.

3) New lot of control is entered into the instruments and Cerner using peer group data.

4) Run the new lot of control until there is a minimum of 30 data points.

5) Perform a statistical analysis to determine the tentative mean and 2 standard deviation range using the Abbott QC Program and Cerner.
6) At the end of the evaluation the supervisor/lead tech will input the new range in the analyzer and Cerner. 
A. Monitoring the New Lot

a. Monitor the QC at least weekly as it is likely that shifts will occur due to new lots of reagents, new lots of calibrators, routine maintenance, service etc.  Review peer group data and cumulative QC statistics, and adjust the ranges if necessary.

b. Keep a record of all changes made including the former mean and SD, and any changes or adjustments make on the form CHQA01-023 Form A, Cerner QC Changes.
QUALITY CONTROL REVIEW

A. The levy Jennings and numerical results of QC for each assay are evaluated weekly by the lead Technologist to confirm that the test system is performing within acceptable limits. Assays with a bias will be brought to the Supervisor’s attention for corrective action.  

Individual QC data points are reviewed in the LIS weekly by the lead tech with online documentation of review. The supervisor will then do a secondary review. 
B. Non-numeric QC data is reviewed monthly by the Supervisor or Lead Technologist to confirm that the test system is performing within acceptable limits with online documentation of review. 
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