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	QUALITY CONTROL PROCEDURE


POLICY
Each Department in this Laboratory has its own quality control schedule.  Please refer to each department’s individual procedure for specific data concerning frequency of quality control runs.
POLICY
1. Quality control results in this Laboratory are reviewed on a daily and monthly basis.

2. The technologist performing assays in any Department is responsible for 
a. running all quality control samples the same way patient samples are run
b. reviewing all quality control results prior to reporting patient results
3. All quality control results must be within ±2 Standard Deviation (S.D.) for results to be reported.
4. Any value exceeding ±2 S.D. must be evaluated and additional action taken prior to release of patient results.
5. All outlying quality control values and any corrective action must be documented.
6. With the receipt of a new lot number of QC material for quantitative tests, whether assayed/unassayed, parallel studies must be done with a minimum of 20 points to establish new mean, SD and CV values.
REVIEW CRITERIA
Daily

1. The technologist performing assays in any Department is responsible for reviewing all quality control results prior to reporting patient results.

a. All points are present and properly documented.
b. Control results are within the 2 S.D. limits prior to reporting tests.
c. All control results that are outside of the 2 S.D. range are brought back into control and the troubleshooting steps are documented on the log.
d. Determine if any results are >3 S.D.  If any results are >3 S.D., evaluate the problem and take corrective action (e.g., service, recalibration, etc.).
Monthly

1. Review is performed by a Lead Tech, Laboratory Director or approved designee.

2. Monthly review includes a study of each L-J chart, identifying shifts, trends, adjustment of QC ranges, documenting findings, and/or corrective action.
3. Any updating of L-J charts is performed by the section Lead Tech.
4. Any updates of means and standard deviations performed by the section Lead Tech are verified with assayed materials and/or a “peer group review” with the quality control manufacturer.
5. All changes to the acceptable range for QC are done by the appropriate section Lead Tech with notification of the adjustment provided to the Laboratory Director, along with the appropriate documentation.
6. The monthly QC report with any changes or significant events noted is given to the Laboratory Director and Medical Director for review.  
7. All QC documentation is retained and stored in an appropriate location for 2 years to be available for review by inspectors.
TROUBLESHOOTING
1. If two consecutive results:

a. Determine the number of results outside of the 2 S.D. range.  If two consecutive results are greater than 2 S.D., evaluate data and take corrective action.  

b. A shift of >10 consecutive quality control results on one side of the mean. Required action may include fresh QC, reagent, recalibration, or instrument maintenance.

c. A trend of >10 consecutive quality control results varying from the mean in one direction.  Required action may include fresh QC, reagent, recalibration, or instrument maintenance.

2. Any problems not resolved at the bench level must be brought to the attention of the section Lead Tech.  Reporting of test results must be suspended for the assay in question until quality control for that assay is acceptable.

3. Corrective action steps that may be taken include, but are not limited to:

a. Re-run of control material;

b. Opening fresh control material;

c. Running assayed material;

d. Opening fresh reagent;

e. Calling section Lead Tech;

f. Recalibration;

g. And/or maintenance of instrument.  

h. Calling service

i. Included in this process is the use of the manufacturer’s trouble shooting guidelines as published in the appropriate instrument reference manuals.

4. If corrective action requires calibration of primary reagent or maintenance on analyzer, at least two (2) patient specimens from previous acceptable QC run must be repeated. Repeats must be within acceptable laboratory standards and properly documented as acceptable/unacceptable.

5. The section Lead Tech or designee is responsible for monthly review and for extensive troubleshooting on daily problems unable to be resolved at the bench level.  The section Lead Tech or designee is also responsible for gathering data for establishing acceptable means and standard deviations of unassayed material.

6. If problems identified cannot be resolved by standard methods, the section Lead Tech decides which action is necessary.  If adjustment of the mean and standard deviation is necessary, the section Lead Tech is responsible for this action.

7. All outlying quality control values and any corrective action must be documented.
REFERENCES  

1. Clinical Laboratory Improvement Act of 1988 (CLIA ’88) Standards.
2. College of American Pathologists (CAP) General Checklist (March 21, 2005).
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CLINICAL LABORATORY QC REVIEW REPORT
Month________________  Year___________
From Department___________________________________ Date:_____________________

Please fill out the following form, sign, date and return to the Laboratory Manager.

(Please write clearly all data points that required additional evaluation and actions taken.  Include all primary documentation used in the additional evaluation with this report for review.  Use additional paper if needed.)

Reviewed Data Potential Discrepancies: ___________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

(Please write clearly and include all documentation that supports the range adjustments.)

Range Adjustments Required/Recommended: ______________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________

___________________________________________________________________


□  All Data Points present.

□ Data reviewed is OK.

Lead Tech Signature: ____________________________ Date: _______________

Lead Tech Comments:
________________________________


__________________________________

Laboratory Director                          Date


Medical Director                                   Date

