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Policy
The Bio-Rad Unassayed Chemistry Control Levels 1&2 and the Data-Trol N and A must be run each eight hours of operation plus or minus 15 minutes.  Ranges in excess 


of +/- 30 minutes producing a window over an hour are not recommended.


The scheduled Quality Control testing is as follows:



Day Shift  -  06:30 AM



Evening Shift  -  3:30 PM



Night Shift  -  11:30 PM

Workplace
All laboratory employees are expected to maintain a safe working environment 

Safety

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 handwashing, see LGM 8010, specifically, not limited to, proper handwqashing.

· 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.

Continued on next page
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Materials
Bio-Rad Liquicheck Unassayed Chemistry Control (Human) Levels 1 & 2



Bio-Rad Liquicheck Urine Chemistry Control Levels 1 & 2



Bio-Rad Liquicheck Spinal Fluid Control Levels 1 & 2



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



Bio-Rad Liquicheck Immunoassay Plus Control Levels 1 & 3



Bio-Rad Liquicheck Pediatric (HI Bilirubin) Control Level 2



Bio-Rad Liquicheck Cardiac Marker Plus Control Level 1 & 2


Data-Trol N and A ( Normal and Abnormal)



Sample cups, 0.5ml



Transfer pipettes

Procedure

        Define a Control
	Step
	Action

	1.
	When defining a control, it is important to select the Sample Type (Step7) before selecting the chemistries (Step 8).  Failure to follow the procedure as described result in the wrong units being assigned to a chemistry
· Select QC from the menu bar

	2.
	Select a control number from the QC dialogue box

	3.
	Select Define F2

	4.
	Type the name of the control to be defined in the Control Name field.  The control name must be unique with a maximum of 20 alphanumeric characters

	5.
	Type the control lot number in the Control Lot No. field.  The control number has a maximum of 12 alphanumeric characters

	6.
	Is Serum Index is desired, select the Serum Index check box.  A “check” designates an enabled serum index

	7.
	Select or cursor to the Sample Type field.  Select the pull-down menu next to the Sample Type field and select the sample type.  If a sample type is not selected, the default sample type is serum

	8.
	Select Chems F1.  A list of configured chemistries appears.  Add chemistries by selecting and adding to the list.  Use the scroll bar to access all chemistries 

· Select OK to leave the selection screen and save the chemistry selections

Select Cancel to exit without changing the chemistry selection
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Define a Control, continued
	Step
	Action

	9.
	Type the following information in the appropriate fields for all chemistries shown:

	
	Field

Description

QC File Number

Type a QC file number for each chemistry

· The QC file number must be a unique 3 digit number from 1-999

· If a QC file number has already been assigned, the system will not accept it a second time

Assigned Mean

Type the assigned mean for the chemistry level and lot.  The system adds zeroes to the end of the number to show maximum and precision

Assigned SD

Type the assigned standard deviation, 1±.  The system adds zeroes to the end of the numbers shown to show maximum precision

Constituent Code

This field is optional.  If desired, type the constituent code

 

	10.
	Select Done F10 to leave the definition screen and to save the control.  Minimum requirements to save a control definition are control name, lot number, sample type, Qc file number and one chemistry selection.  If the control definition is not complete, a warning message will appear specifying which information is missing.  The operator has the option of exiting the control definition screen or returning to the definition screen to add the missing information.  If exiting the definition screen without filling in the missing fields, the following will occur:
Exiting the screen without QC File Number not fully defined will delete any chemistry missing this information.  If returning to the definition screen, verify that all of the following definition fields have been filled for any control or requested chemistry:

· Control Name, Control Lot Number, and QC File Number
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Assignment of QC Bar Codes
	Step
	Action

	1.
	Select Control ID F2 from the Delete/Edit dialogue box

	2.
	The Control ID dialogue box appears.  A maximum of eight unique bar code IDs with maximum of 15 alphanumeric characters maybe entered.  Press Tab after each bar code entry to move between fields.  
When creating a Control Bar Code IDs, use a format that is distinctly different from Sample IDs. This will prevent the reporting of erroneous results due to Controls being run as patient sample, or patient samples being run as controls

Example:

Control Bar Code ID:  SYNCHRON01

Sample Bar Code ID:   0000001

	3.
	Select OK to exit the screen and save the bar code IDs
OR

Select Cancel to clear all modifications

	4.
	Print Bar Code Assignments

Press the (PrtScn) key to print the Control ID assignment window





Run Control Samples with Bar Code Labels and Auto Generation of 




Control Enabled

	Step
	Action

	1.
	Place bar-coded control samples in rack.  All tube bar code labels must be visible through the slots on the same side of the racks as the rack bar code label

	2.
	When Auto Generation of Control is enabled, the automatic Multiple Cartridge option is available.  With the Multiple Cartridge option enabled, the system automatically runs all cartridges onboard and runnable for any chemistries for an auto generated control.  To enable Multiple cartridge from the Set Up screen, scroll down and select 29 Auto Generation of Control
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Run Control Samples with Bar Code Labels and Auto Generation of 




Control Enabled, continued

	Step
	Action

	3.
	Press RUN on the analyzer.  The instrument automatically runs chemistries that are:

· Defined for the control

· Loaded and calibrated

· Contain sufficient volume to run the controls

	4.
	If all tests programmed for an Auto Generated control ID do not complete testing ( for example, reagent not onboard, calibration required, cal time exceeded or disabled), the next time the Control ID is loaded, all tests for the control will Auto Generate and be run again.  If a control ID that was manually programmed does not complete testing, the next time the control ID is loaded, only the incomplete test will be run.  A Manually programmed control ID that is incomplete must be manually cleared before reloading the sample in order to Auto Generate all tests for the control


                                                                                                                                   
Manually Programming Control Samples

	Step
	Action

	1.
	Select Samples from the menu bar

	2.
	Clear the QC Sample ID to be used

· Select Clear F7

· Type the QC sample ID into the Sample IDs field

· Select OK

· Select OK to confirm

	3.
	Select Control F5
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Manually Programming Control Samples, continued

	Step
	Action

	4.
	Select the number next to the Control Name field to select from predefined Control Names.  If necessary, use the scroll bar to view additional Control Names

OR

Type the number in the No. field

The Program Control screen opens.  Make sure the Control Lot number on the screen is the same as the lot number on the Control bottle



	5.
	Type the rack/position number if the bar code is not available

	6.
	Select chemistries to be run

Note

In Manual Programming, the system automatically runs the oldest cartridge onboard for the selected chemistry.  Specific cartridges (other than default) may also selected.  To access the duplicate or specific cartridges, select Rgt Cart F8.  Then select the desired cartridges and select OK

	7.
	Select Save F10 to save the control programming and return to the Program Sample screen

Important

If all tests programmed for the control do not complete testing (for example: calibration required, cal time exceeded or disable), the next time the control ID is loaded, only the incomplete tests will be run.  To run all chemistries (auto generation of control), the control ID must be cleared before reloading the sample
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Modify Assigned Mean, Assigned SD or Constituent Code
	Step
	Action

	1.
	Select QC from the menu bar

	2.
	Select the control number beside the Control Name and select Define F2

	3.
	Select the field for modification

	4.
	Type the modified assigned mean, standard deviation (1SD), or constituent code

	5.
	A Define/Edit Control dialogue box prompts the operator to choose how the changes will be applied to subsequent data.  Select the desired option, or type item number of the desired action. Select Cancel to exit the Define/Edit Control dialogue box without saving the modified values

	6.
	If a change was made to the mean, SD, or constituent code, the change is reflected in the Define/Review screens.  If changes were not saved, the previously defined mean/SD are shown

Note

If the assigned mean and SD were modified and the existing points were not deleted, all previous flagging will remain based on original assigned mean and SD

	7.
	Exit the Define/Edit Control dialogue box by selecting Done F10


                           
Remove Chemistry(ies)

	Step
	Action

	1.
	Select QC from the menu bar

	2.
	Select the control number beside the Control Name and select Define F2

	3.
	Select Chems F1.  A list of configured chemistries appears.  Add or remove chemistries by selecting and adding to the list, or by selecting and removing from the list.  Use the scroll bar to select all chemistries

· Select OK to leave the selection screen and save the chemistry selections

Select Cancel to exit without changing the chemistry selection

	4.
	Select Done F10 to leave the definition screen and to save the control
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Add Chemistry(ies)
	Step
	Action

	1.
	Select QC from the menu bar

	2.
	Select the control number beside the Control Name and select Define F2

	3.
	Select Chems F1.  A list of configured chemistries appears.  Add chemistries by selecting and adding to the list.  Use the scroll bar to access all chemistries 

· Select OK to leave the selection screen and save the chemistry selections

· Select Cancel to exit without changing the chemistry selection

	4.
	Type the following information in the appropriate fields for all chemistries shown:

	
	Field

Description

QC File Number

Type a QC file number for each chemistry

· The QC file number must be a unique 3 digit number from 1-999

· If a QC file number has already been assigned, the system will not accept it a second time

Assigned Mean

Type the assigned mean for the chemistry level and lot.  The system adds zeroes to the end of the number to show maximum and precision

Assigned SD

Type the assigned standard deviation, 1±.  The system adds zeroes to the end of the numbers shown to show maximum precision

Constituent Code

This field is optional.  If desired, type the constituent code

 

	5.
	Select Done F10 to leave the definition screen and to save the control
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Accessing the QC Summary
	Step
	Action

	1.
	Select QC from the menu bar

	2.
	A list of currently defined controls appears.  Select the control for the QC Summary. If necessary, use the scroll bar to view additional controls

	3.
	Select Summary F6

	4.
	Type a Start date and an End date using dd/mm/yy format.  The default Start/End date is current date.  Pres Tab to move between fields.

· Select OK to view the QC Summary

· OR

· Select Cancel to return to QC screen

· If no data is available, the following message appears:

“No Data Available”

	5.
	To print a hard copy of the summary, select Print F9

To print the Inter-Laboratory format of the QC Summary, select Interlab F8

	6.
	To exit the QC Summary dialogue box, select Done F10





Accessing the QC Charts

	Step
	Action

	1.
	Select QC from the menu bar

	2.
	From the QC screen, select a currently defined control.  If necessary, use the scroll bar to view additional controls

	3.
	Select Chart F7

	4.
	Type Start and End date for the QC Chart in the date range fields.  The default Start/End date is the current date. Press Tab to move between data fields

Note

If no data exists for the dates entered, the message “No Data Available” exists
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Accessing QC Chart, continued
	Step
	Action

	5.
	The chemistries defined for the selected control are listed.  All chemistries appear to be selected.
For convenience, there are two ways to select the chemistries to chart:

· To chart most of the chemistries shown, select all chemistries which should NOT be charted.  Then select Remove

· To chart less than half of the chemistries shown:

    º Select Remove ALL

    º Select the chemistries to chart

Multiple selections are allowed.  Use the scroll bar to access additional chemistries

Note User-defined chemistries which have been cleared cannot be retrieved from the QC Chart

· Select OK to show the QC Chart(s)

· Select Cancel to cancel the Chart request

	6.
	Select Next F8 to access all requested QC charts.  Each of the requested charts appear in the order of the control chemistry configuration

	7.
	Select Print F9 to print a copy of the Chart

	8.
	Select Chems F1 to specify additional chemistries for charting

	9.
	Select File num F2 to specify additional file numbers for charting

	10.
	Select Done F20 to exit the QC Chart dialogue box


Documentation of Quality Control


All out of range QC are documented in a Quality Control Action Log, signed and 



dated by CLS and subject to review by Supervisor on a daily basis.



Levey Jennings chart checked on a daily basis to monitor any shifts and trends 



and document if there is any.
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Controlled

The controlled documents are as follows:

Documents

	Document No.
	Name of Documents

	LGM 8000
	Safety Practices

	LGM 8004
	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


The non controlled documents are as follows:
Controlled 

Documents
	Document No.
	Document Name

	
	Operators Manual
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