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PURPOSE: To establish reference intervals which will be included in patient's reports.

PRINCIPLE: Reference intervals may be different for different instruments or population groups. The
laboratory verifies reference intervals established by the instrument manufacturer or published source.
Reference intervals illustrate expected values. They are useful to the physician in the assessment of the
patient's clinical condition.

PROCEDURE: As follows.

Run 25 samples from healthy individuals if verifying a sourced reference range.

Run 120 samples if establishing new reference range

Enter results into Confirm software

Compare calculated values with manufacturer's reference ranges. Agreement should be within 10%.

EXPECTED RESULTS: Values should agree within 10%. If there is a significant difference, it may be
necessary to run more samples and/or adjust the references range to the new values.

Reference: CLSI. Defining, Establishing, and Verifying Reference Intervals in the Clincial Laboraotory:
Approved Guideline — Third Edition. CLSI document C28-A3. Wayne, PA.



