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VITROS 350 QUALITY CONTROL 4867 LAB
Policy             The Bio-Rad Unassayed Chemistry Control Levels 1&2, Immunoassay Plus  Levels 1&2, and Liquicheck Ethanol / Ammonia control, must be run every 8 hours of operation: (Note: Ranges in excess of +/- 30 minutes producing a window over an hour are not recommended.)
                            ________________________________________________________________

Workplace

Safety
All laboratory employees are expected to maintain a safe working environment and an injury-free workplace.  Laboratory employees are responsible for their own safety, and the safety of others and adhering to all departmental and medical center safety policies and procedures.

●
For standard precautions and safety practices in the laboratory; see LGM 8000, specifically, but not limited to, equipment safety, proper body mechanics, sharps exposure and proper use of personal protective equipment (PPE).

●
For Universal Body Substance precautions, see LGM 8005, specifically, but not limited to, exposure to body fluids.

●
For proper hand-washing, see LGM 8010, specifically, not limited to, proper hand-washing.
●
For proper infection control, see LGM 8004, specifically, but not limited to, proper use of gloves.

●
For proper handling of regular and infectious waste, see LGM 8006, specifically, but not limited to, proper disposal of regular and biohazardous waste.

●
For proper cleaning of work area, see LGM 8007 – Cleaning Work Areas.
●
For proper handling of chemicals and reagents, see the Chemical Hygiene Plan.

●
For proper storage and disposal of chemical hazardous waste, see LGM 8012.
Materials
 Bio-Rad Liquicheck Unassayed Chemistry Control (Human) Levels 1 &2


 Bio-Rad Immunoassay Plus (Human) Levels 1 & 2

 Bio-Rad Liquicheck Ethanol / Ammonia Control (Human) Levels 1 & 2



 Sample cups, 0.5 mL



 Transfer pipettes

Continued on next page
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Define a Control or adding a new QC fluid
	Step
	Action

	1
	Touch Quality Control on the Main Menu

	2
	Type in access code and press enter key

	3
	Touch SET UP QC FILE PARAMETERS

	4
	Touch EDIT QC FLUID ID

	5
	Touch the blank QC fluid target

	6
	Type the QC fluid ID number, and press enter key

	7
	Type the QC fluid name (15 character maximum, and press enter key

	8
	Type the QC fluid lot number (15 character maximum), press enter

	9
	Repeat these steps if you want to add more fluids

	10 
	Touch Test Selection to select the tests you want assigned to a specific QC fluid.

	11
	Touch the desired QC fluid target

	12
	Follow steps 6-11 in “Selecting Tests” to assign tests.


Procedure

Editing a QC fluid
	Step
	Action

	1
	Touch SET UP QC FILE PARAMETERS on the main Quality Control screen

	2
	Touch EDIT QC FLUID ID.

	3
	Touch the QC fluid target you want to edit, the cursor will begin to flash on the second line(fluid name) of the selected target.

	4
	To change the fluid name, type in the new name, and press enter

	5
	If desired, type in a new lot number, and press enter

	6
	To leave the lot number unchanged, presss the Enter key on the keyboard.

	7
	Touch TEST SELECTION to select new tests for a specific QC fluid

	8
	Touch the QC fluid target for the test you want to edit.

	9
	Assign tests accordingly


Continued on next page
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Deleting a QC control fluid
	Step
	Action

	1
	Touch SET UP QC FILE PARAMETERS on the main Quality Control screen.

	2
	Touch EDIT QC FLUID ID

	3
	Touch DELETE FLUID

	4
	Touch the target for the QC fluid you want to delete.

	5
	You will be asked if you want to delete all results for the chosen fluid. Type “Y” for yes or “N” for no, and press the Enter key

	6
	Touch Return to exit


Procedure

Selecting tests for QC

	Step
	Action

	1
	Touch SET UP QC FILE PARAMETERS on the main Quality Control screen.

	2
	Touch TEST SELECTION

	3
	Touch a QC fluid target

	4
	Touch the body fluid target (toggles between SERUM, URINE, CSF)

	5
	To assign a test to the QC fluid, touch the appropriate test target to highlight it

	6
	To delete a test selection, touch any test targets that you want to dehighlight.

	7
	Touch RETURN to return to the QC File Parameters screen.

	8
	If desired, touch BASELINE DATA to enter baseline data.

	9
	Touch RETURN again to exit


Procedure

Calculating Mean and Standard Deviation Automatically

	Step
	Action

	1
	Touch SET UP QC FILE PARAMETERS on the main Quality Control screen

	2
	Touch BASELINE DATA

	3
	Touch a QC fluid target

	4
	Touch a target to select the test that you want the analyzer to calculate automatically

	5
	Touch AUTO CALCULATE

	6
	Type the start date, and press the Enter key on the keyboard.

	7
	Type the finish date, and press the Enter key on the keyboard


Continued on next page
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	Step
	Action

	8
	Touch RETURN to return to exit


Procedure

Reviewing and Editing QC Results

	Step
	Action

	1
	Touch REVIEW & EDIT QC RESULTS on the main Quality Control screen

	2
	Touch a QC fluid target

	3
	Touch a test target to select a test for review

	4
	Review the results

	5
	Touch DISPLAY MORE RESULTS to display the next screen

	6
	Touch DISPLAY PREVIOUS RESULTS to display the previous screen

	7
	Touch RETURN to return to the test selection screen


Procedure

Printing QC Charts

	Step
	Action

	1
	Touch PRINT CHARTS & SAVE STATISTICS on the main Quality Control screen

	2
	Touch the desired QC fluid target

	3
	Touch NEW DATES to enter a specific range

	4
	Type the line number of the desired test (or 99 for all tests if you want cumulative statistics for all data points on the fixed disk for the data range you entered in step 3, and press Enter on the keyboard

	5
	To print an individual chart, touch PRINT INDIVIDUAL

	6
	To print a daily chart, touch PRINT DAILY

	7
	To save statistics, touch SAVE STATISTICS

	8
	To cancel printing before all charts are completed, touch CANCEL PRINT.  The chart currently being printed is finished before printing stops.


Procedure

Running QC

	Step
	Action

	1
	Touch SAMPLE PROGRAMMING on the Main Menu 

	2
	Touch TRAY NAME

· Type a tray a name (up to 15 alphanumeric characters), and press the Enter key on the keyboard.

· Touch the target for the position number (1 to 10) the sample will occupy in the tray

	3
	Choose the position of the cup for the control being programmed by selecting the corresponding number in the screen.

	4
	On the box ENTER ID, enter the desired lot number. 

	5
	Touch QC to run the pre-programmed analytes for the chosen control.

	6
	Touch ENTER PROGRAM to save the data and proceed to additional programming of controls.

	7
	To program a new tray, start again at step 2.

	8
	When you have finished programming samples, touch RETURN until the Main Menu is displayed.

	9
	Physically load the tray containing samples.

· Place the tray on the track number selected in step 2

The green sample status indicator light above the track will glow.

	10
	Touch SAMPLING to ON to start running the test.


QC Evaluation
QC results must be monitored periodically for shifts and trends by the CLS performing the assay. If any problem is noted, the Area Laboratory Manager must review it, and corrective action must be documented. On the J&J Vitros 350 Quality Control Action Log.

The CLS is responsible for observing the effects of new reagent lots and instrument elements (e.g., new flow cell, column) on assay performance.

Reagent or instrument element changes must be noted on the QC records.

The Area Laboratory Manager or the Lead CLS is responsible for reviewing QC data at least daily, and documenting the review with initials and date on the proper forms.  Levy-Jennings chart for the Vitros analyzer must be printed and reviewed weekly by CLS and Area Laboratory Manager.  The CLS and Area Laboratory Manager are to initial and date the weekly print out as documentation of QC review.
If it is determined that results were released in error because of a QC failure, the Area Laboratory Manager must initiate a retrospective patient results review to determine if patient results were adversely affected.

Refer to the section, QC Evaluation of the Quality Control Policy, for additional information (LGM 2022).
Corrective Action
Any corrective action taken must be documented.

When control results are outside the acceptable limits, the following steps

must be taken before a test result can be reported.

· Review procedure and analytic system for identifiable errors. If a likely source of error is determined, rerun with original controls. If the repeat control run is within acceptable limits, patient results can be released and reported.


· If the repeat control run is still out, troubleshoot (recalibrate, prepare fresh controls, conduct instrument preventive maintenance, etc.) the procedure in conjunction with the Area Laboratory Manager if available.  Document all corrective action taken using the computer system and/or the troubleshooting log. All corrective action steps must be indicated even if they are not successful (e.g., recalibrate, prepare fresh controls, conducted instrument preventive maintenance, notified vendor to conduct for repairs and maintenance).
· All calibration errors or failures, QC repeats and run failures, must be reviewed by the Area Laboratory Manager, with documentation of it.
Refer to the section, Corrective Action of the Quality Control Policy, for additional information. (LGM 2022)
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Controlled

Documents

The controlled documents are as follows:

	Document No.
	Name of Documents

	LGM 2022
	Quality Control (QC policy)

	LGM 8000 and 8004
	Safety Practices/ Infection Control

	LGM 8005
	Universal Body Substance

Precautions

	LGM 8006
	Handling of Regular and Infectious

Waste

	LGM 8007
	Cleaning Work Areas

	LGM 8010
	Hand –washing Policy

	LGM 8012
	Storage and disposal of Chemical

Hazardous Waste


Non

Controlled

Documents


The non controlled documents are as follows:

	Document No.
	Document Name

	
	Vitros 350 Operator’s Manual

	
	J&J Vitros 350 Quality Control Action Log


Continued on next page
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Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Joshua Evangelista, CLS

Area Lab Supervisor, 4867 Lab- Los Angeles Medical Center
	

	
	

	Julie Toti,MS,CLS

Manager, Clinical Laboratory-Los Angeles Medical

Center
	

	
	

	Joseph C. Thompson, M.D.

Director, Clinical Laboratory-Los Angeles Medical

Center
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