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I. PRINCIPLE: 
CAP requires that certain coagulation tests be checked regularly for verifying the Analyical Measurement Range (AMR). This is the range of analytical values from the detection limit to the upper limit of linearity, without dilution. Clotting tests are excluded from this requirement. The tests which will be verified in this manner include the chromogenic and immunoturbidumetric methodologies. This process may be amended as tests are added, and in accordance with future CAP recommendations.

II. PROCEDURE: 
1. Choose a patient sample which has a result in the very highest part of the linear range. 

2. Prepare a series of two-fold dilutions from this specimen, allowing enough volume of sample for the dilution process as well as for running the test itself on each of the dilutions.

a. Start with a 1:2 dilution, using the appropriate buffer as the diluent.

b. Carry out the two-fold dilutions in serial fashion, making 1:4, 1:8, 1:16, 1:32, etc, until the lowest expected result is achieved (usually between 0-10%)

i. An example would be: if the original patient result was 300%, the expected result for the 1:2 dilution would be 150%, for the 1:4 would be 75%, 1:8 would be 37.5, 1:16 would be 19; and 1:32 would be 9%

3. Run the appropriate test on each of the dilutions, and enter expected results vs measured results into a spreadsheet.

4. Plot expected vs measured values, using a regression curve for analysis, and display the R value, which should exceed 0.85 to consider the AMR verified.

5. In addition to the linearity,  it is possible also to check the upper level of reportability by using a calibrator prepared in such a way that it is more concentrated than its assay value. (If the calibrator is prepared with 1.0 mL of NERL water, prepare it instead with 0.5 mL NERL water. In this manner, if the assay value for a parameter is listed as, for example, 96%, then the more concentrated expected value would be 192%.)

6. Prepare as much of the calibrator as needed for the tests to be run.

7. Calculate the expected value for each test, using the product insert assay sheet.

8. Run the tests, and enter the measured results along with the expected into a spreadsheet, and use this information to document the higher values obtained by dilution. The measured result should agree with the expected within 20%.
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