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Proc. #7180-CO-0340

TITLE:  Accumulation of Normal Population Statistics Protocol

PURPOSE
Because test results can be different for different populations, it is important to establish normal population studies on the population from which most of the test samples are

collected to ensure correct and adequate normal ranges.  This is accomplished annually with the rollover of new lot reagents and QC materials. Verification of our Reference Range as well as comparisons of “current vs new lots” and instrument comparisons are performed at this time.  

PERSONNEL 
Medical Technologists and Technicians

EQUIPMENT & REAGENT PREPARATION

See Coagulation Procedure, Prothrombin Time – Siemens CA-660 and Coagulation Procedure, Activated Partial Thromboplastin Time - Siemens CA-660
SPECIMEN

1.
Samples are collected from apparently healthy individuals on no medications and that

            span the adult age range.  Both males and females are drawn and a minimum of 20

            samples are needed for testing. 

2.
Blood is collected using a nontraumatic venipuncture technique.  It is


placed into a plastic blue top (sodium citrate, 3.2%) evacuated test tube and mixed well


with the anticoagulation.  The final proportion of blood to anticoagulant is


9:1 so tubes cannot be over or under filled.

3.
Visually inspect the test tube for clots before centrifugation.  Check tubes with applicator  sticks for clots.

4.
Spin the sample as quickly as possible after collection.

5.
Spin at a minimum of 4500 RPM for 10 minutes in the coagulation centrifuge to obtain

      platelet poor plasma.

6.
The centrifuged plasmas should be tested immediately.  If delays are


expected, decant separated plasmas into clean, properly identifiable


plastic tubes with a plastic pipette making sure no red cells are picked up.

Cover the test specimen with parafilm or caps and store at Room Temperature for no

            more than 2 hours.

7.
A sample must be tested within 2 hours.

QUALITY CONTROL

See Coagulation Procedure 7180-CO-0100, Coagulation Quality Control.

STEPWISE PROCEDURE

1.
Draw a citrated (blue top, 3.2%) tube from any employees who come to the lab

for employee health physicals, current employees and/or outpatients or ED patients not on any medications.

2.         Run a PT and PTT according to procedures in Coagulation Procedure Manual.

3.
Record results on Normal Population Log (see example).

4.
When a minimum of 20 samples have been run, enter the data into the EP Evaluator

             using the Verification of Reference Interval choice. 
5.         Type in the proposed reference interval (our current range).  Enter data.

6.   
The data entered will result in a “PASS” or “FAIL” for that reference interval. If it is

            determined that there is a need for new ranges, that will be submitted to the IS 

            department for document control changes and implementation.  

If there is no change in the ranges, IS does not need to have an IS request submitted.


Criteria for evaluation of reference intervals include:

a. Introduction of a new analyte

b. Change of analytic methodology

c. Change in patient population

7.         The mean calculated by the EP Evaluator is the arithmetic mean.  You can calculate the 

             geometric mean on line by typing in “Geometric Math Calculator”, enter the data and 

             calculate.  Make screen shots to save as documentation.  The geometric mean is used to

             calculate the INR.

REPORTING RESULTS

Not reported out for publication
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