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I.
PRINCIPLE:
When a new lot number of routine coagulation reagent is to be used, testing is done to ensure that results reported with that new lot will be consistent with those generated using the previous lot number.  Patient samples should be run using both reagents, and normal samples should be run to validate the reference range.

II.
PROCEDURE FOR OBTAINING NEW LOT NUMBERS OF REAGENT:

A. Determine the volume of reagent needed for the period (usually a year in the case of most routine coagulation reagents). 

B. Obtain pricing from the manufacturer and contract for the amount of reagents needed; assuring that the expiration date is longer than the contract period. Obtain a Purchase Order from the purchasing department and arrange for monthly delivery, or other schedule as needed.

C. Arrange for the first shipment of reagents to occur at least one month earlier than the product will actually be needed, in order to allow time to run correlation and reference range.

III.
PROCEDURE FOR ENTERING PT AND PTT CALIBRATION CURVES FOR NEW LOT NUMBERS OF REAGENTS:

A. Input Lot information for new PT and PTT reagents:

1. Click on Definitions in toolbar

2. Click on Lot info
3. Click on specific reagent on list

4. Click on specific lot number under Product code, or click on box to highlight, then click on New icon. Type in product number in appropriate box. 

5. Click on Save
B. Manually enter calibration curves for PT, PT 570, PTT, and PTT 570 assays:

1. Click on Calibration icon

2. Click on New
3. Click to highlight specific assay; select new lot number from drop-down menu

4. Click Enter curve
5. Click New twice

6. Input US setting values in left column and Raw values in right column (refer to chart below); these values remain the same for each lot number of reagent.

Reagent  US(y) point 1 Raw(x) point 1 US(y) point 2 Raw(x) point 2 US (y)point 3Raw(x) point 3

Innovin    
9.2
       7.0
     113.6
       120

    200

     213
       

Actin FSL
11.0
       7.0
     121.9
       160

    240

     322.9

7. Click on Save 

8. Click on Close

(For repeat assays with extended measurement times, a third point can be calculated and entered, as shown above.)
IV.
PROCEDURE FOR RUNNING PATIENT CORRELATION SAMPLES:
A. After new lot number of reagent has been obtained from manufacturer, pick a day to run patient correlation samples. This should be a day when the instruments are working well, controls are within acceptable ranges, and maintenance is up to date.

B. On that day choose 40-60 samples which have recently been run on the instrument(s). Results should span the range of analysis for that parameter (in other words, low normal, normal, elevated results).

C. Repeat the testing using the new lot number of reagent; samples may be split among multiple instruments that run the same test.

D. Prepare a worksheet with date, sample #, patient name and unit #, test result from old lot #, and test result from new lot #. Record results appropriately.

E. Prepare a regression curve with old results on x-axis, and new results on y-axis. R-value should be > 0.85 to consider the results in correlation.

F. This same procedure is used for comparing patient sample results from duplicate instruments (comparing same reagents on different instruments, in this case), except only 5-10 samples are required and controls may be used.

V.
PROCEDURE FOR VALIDATING REFERENCE RANGES:

A. Collect 20-40 specimens from subjects expected to yield normal results (medical students,  laboratory personnel, other healthy volunteers, and pre-admission patient samples if not on anticoagulants). Alternatively, frozen Core sets may be obtained from George King BioMedical for reference range determination.  Frozen specimens are collected and saved at –70C expressly for the purpose of reference range determination.

B. When all specimens have been run using the new lot # of reagent, results should be entered on a spreadsheet; calculate mean, 1 S.D., 2 S.D., and range (mean +/- 2 S.D.). The range obtained reflects the reference range for the new lot number. After consultation with the director of the laboratory, this range may be used to validate the existing range, if the values are close enough. Otherwise, it may be necessary to change the range of the parameter in question on patient reports, etc.

***NOTE: In the case of the prothrombin time testing, whenever a new thromboplastin reagent is started, it is crucial to determine not only the new range, but the midpoint (mean) of that range. The geometric mean is used in the calculation of the INR, and it is mandatory to document that the appropriate mean is being used for that calculation. Refer to separate procedure for PT/INR testing of new reagent lot number.***

VI.
History:
H-1
This procedure was written by N Kriz on 3/20/2007.
H-2
This procedure was revised by N Kriz on 5/1/2007.
H-3
This procedure was reviewed by N Kriz on 11/22/2010.
H-4
This procedure was reviewed by N Kriz on 2/3/2011.
H-5
This procedure was reviewed by N Kriz on 12/1/2011.
H-6
This procedure was reviewed by N Kriz on 12/29/2012.
