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I. 
PURPOSE: 
      This policy defines the department's guidelines for changing lot numbers of controls.

II. 
PROCEDURE:

A. A vial (or multi levels) of new control will be used in parallel with the current lot 

                        number of control for 5-7 days on the appropriate instrument(s).
            B.
At the end of the week, the new control lot values will be compared with the manufacturer's assay values. 

            C.         The recovery of the current in use values and actual mean will also be compared.  If the obtained results 
are within the manufacturer's range, the control is good to run when the old lot number expires. If the control is out of range, contact the Control Manufacturer.
D         Follow Soft Total QC procedure for set-up of new control mean and target ranges       

            and for archiving (including sign-off) of expired control. 
E.        File a copy of the control assay sheet in main control sheet notebook

Note:   Currently hematology and coagulation instrumentation controls are not formatted 

             in Soft QC program but set-up and reviewed in instrument QC files. Overlap 

             procedure is identical as above steps A-C. 

             Entry and archival follow as below:

· Enter new lot information into instrument open QC files
· Perform control overlap and evaluation

· Print and purge the expired controls

· Print a copy of the actual run results of the new control and file in QC notebook with assay sheet

· Print and purge the expired controls

· Sign-off expired controls review and file in QC notebook

III.
HISTORY:


H-1
This procedure was written by N. Ortoli-Drew on 10-2003.


H-2
This procedure was revised by N. Ortoli-Drew on 4-2005.
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