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Proc. #4840-CO-0010

TITLE:   Implementating New Lots of QC Material
PRINCIPLE:  To maintain current and new lots of quality control materials in the LIS and the instrumentation for the Coagulation department.  New lots need to be built in TQC and a QC expression needs to be updated in the interface set up of the CS-2500/CA-660 analyzers.  A new Reference Number may need to be added to the analyzer itself in the Definition Tool.
Personnel:  Sr. Tech, LIS Analyst
STEPWISE PROCEDURE:

In TQC:  For New Lots that come in, go to

1. Inventory
· Batch Receiving, click in “Item ID”, choose the department and “Search”

· Click the box in the  “Select” column 

· Choose the controls for which you are adding new lot’s then choose “OK”
· Your QC materials come up on a screen so you can enter lot information.
· Enter the lot numbers, received dates, expiration dates etc. (All required fields have a red x by it).

· In the “Lot Status” field, make your new lots active, not active or testing status depending on your need.
· Select all, and click on “Batch Receiving” at the bottom of the screen

· For more detailed instructions, refer to procedure #4840-LIS-243 “TQC Inventory Tasks

2. Lot Records

· Choose the department from the drop down and open the QC Control you want to edit, if required. Make sure you have the correct lot number if there are more than one lot number listed
· Click on the “Edit” icon at the top of the screen.
· You may need to change the “Expected Result” which is your mean, and the 1SD if the ranges have changed.

· Click on the “Save” icon and in Tools, Select- Clear Cache
· When the new lot is ready to be put in use, you will “Close” the current lot  and “Open” the new lot. Refer to procedure #4840-LIS-243 “TQC Inventory Tasks” for more detailed instructions.

CS-2500 Analyzer Updates:
1. On the main menu
· Choose “Reagent Lot Master”
· Enter the Lot # in “Reagent Lot Information”

· Press “Add”

· Enter the lot number while placing the cursor on the “Lot #” filed (the wand barcode reader can be used to read reagents barcodes)

· Press “Save”

· Press “Close”

· Reagent “Lot Master” dialog box closes

· Go to the “QC Chart” screen
· Press “Add Lot” on the operation panel

· If “Add Lot” is not displayed, press “More” to switch page

· The control “Registration Screen” is displayed

· Follow the display on the control “Registration Screen” to make the necessary setting for switching lots

CA-660 Analyzer Updates:
· On the Quality Control screen “Select QC Chart”
· Press Settings- use the ↑↓ arrows to select the parameters to be set

· Set Replicates and control parameters  using the Next Option Key

· Set Control limits using the numeric keys

· Press enter

· Press Quit

· Set Lot # using the Lot # key

· Press Enter 

· Enter the expiration date using the Date keys- change to numeric- Press Enter
· Press “Return” 

· Press “Fix”

· These steps can also be done using the hand-held barcode reader
In Soft LabMic:
1. Setup, Interfaces, Interface Setup
· Instruments Lab

· Click on the CS-2500 or CA-660 analyzer
· Choose the “Parameters” tab

· Click on the “Edit” icon

· Look for QC_TRANS in the “Name” column

· Find the line that has our Lot Number/QC Identifier on it that needs to be changed.  Example:  548015=2201, where 548015 is the Lot Number and 2201 is the QC Identifier in Soft TQC.

· Click in that field and change the current lot number to your new lot number.  Do not change the QC identifier. We want the QC Identifier to display in Instrument Menu in the “Tray” field. 

· Repeat for all lot number changes

· Select “Save”

· Stop and Start the CS-2500/CA-660 Interface
· Start the Autopost interface.

· Run QC and verify that it crosses the interface as the QC Identifier and not the Lot Number.
References:
1. Soft TQC Build with Implementor, 2015
2. Seimens Hot Line assistance during build, 2015
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