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1.
PURPOSE



For analytes that may have results falling outside the limits of AMR (Analytical



measurement Range), the laboratory procedure specifies the maximum



dilution that may be performed to obtain a linear reportable numeric result.

   2.
INTENDED USE



2.1
For each analyte, the laboratory protocol should define the 




maximum dilution that falls within the AMR and that can be




subsequently corrected by the dilution factor to obtain a




reportable numeric result. 



2.2
Analytes for which a dilution protocol is unable to bring the




activity or concentration into the AMR should be reported as




"greater than" the highest estimated values



2.3
Maximum dilution is reviewed every two years by the laboratory




medical director who is responsible for establishing the maximum




allowable dilution of samples that will yield a credible laboratory




result for clinical use.



2.4
In a mixing procedure also termed as the "method of standard




additions", a known quantity of the analyte is mixed with the




unknown , and the concentration of the mixture is measured.




If equal volumes of the two samples are used, the result is 




multiplied by two, the concentration of the known subtracted,




and the concentration of the unknown is the difference. e.g. PHTN.



2.5
For some analytes, an acceptable dilution protocol may not exist




because dilution would alter the analyte or the matrix causing




erroneous results such as Na+, K+, and Cl-.



2.6
For some analytes there may be no clinical relevance to reporting a 




numeric result greater than a stated value such as BNP, Trop I and 




BHCG.

  3.
PROCEDURE



3.1 
Thaw patient sample that exceeds the AMR.



3.2
Depending on the assay, program the highest dilution recommended




by NCAL LQC. 



3.3
Verification of linear response:




3.3.1
Program two dilutions for Fusion "on board" dilutions.




3.3.2
Compare results obtained from two dilutions.




3.3.3
If results agree within 10%, linear response is demonstrated.





3.3.3.1
If initial results do not agree within 10%, the







maximum dilution may be too high. Repeat







with a lower maximum dilution.



3.4
Verification of instrument dilution:




3.4.1
Make a manual dilution that corresponds to the maximum





dilution specified under 3.3.3.




3.4.2
Compare instrument dilution result with manually diluted





result.




3.4.3
If results are within 10% accuracy, instrument dilution is





verified.





3.4.3.1
If results do not agree within 10%, document







corrective action on back of the form







and repeat the process.



3.5
Maximum Dilution Verification Worksheet.
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