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ASSAYING NEW REAGENTS, CONTROLS, POPULATION MEANS & REFERENCE RANGES
	POLICY
	

One month prior to the expiration of the current lot number of the controls and reagents, parallel testing and range establishment will occur.




	SAFETY
	Laboratory employees are expected to maintain a safe working environment and an injury-free workplace. Laboratory employees are responsible for their own safety, the safety of others and adhering to all departmental and medical center safety policies and procedures. Refer to Policy and Procedures Safety Manual Infection Control 11-030-01.




	ESTABLISHING CONTROL RANGES
	To establish new ranges for controls when control lot or reagent lot changes do the following;


	Step
	Action

	1
	For each methodology (Protime, APTT, D-dimer, Heparin), run a minimum of 20 values on different days.

· For the low volume procedures (Fibrinogen), run a minimum of 13 values to use for calculation of ranges.

	2
	Calculate the Mean, SD, and CV.  

	3
	New ranges will be based on 
· Mean + 2 SD for D-dimer and Heparin

· Mean  and CV for PT, APTT and Fibrinogen




                                                                                                                                                                       Continued on next page
	REFERENCE RANGE
	

Run a minimum of 20 values on normal subjects to establish reference range for Protime and APTT by calculating the Mean, SD, and CV.  For Fibrinogen, verify the reference range (run approx. 10 specimens) established by Laboratory Operation Coagulation Committee.  The specimens used should not be patients receiving any anticoagulation therapy and/or have liver function tests ordered.  





	PATIENT POPULATION MEAN
	The normal patient population mean must be determined with a change of lot numbers of the reagents used or a change of instrument.




	CALCULATING PATIENT POPULATION MEAN
	Follow the steps below to calculate the normal patient population means for the Prothrombin Time and Activated Partial Thromboplastin Time.


	Step
	Action

	1.
	Run the normal patients with the new lot number of reagents for the PT and APTT using the primary analyzer and back-up analyzer.

	2.
	Calculate the mean of the results in seconds for each analyte and each analyzer separately.

	3.
	Enter the new PT mean and ISI value of the new Neoplastin CI+ reagent into the analyzer.




	NEW REAGENT LOT NUMBERS
	When reagent lots change follow these instructions before use for PT and APTT. 


	Step
	Action

	1
	Run a minimum of 20 Normals, 20 Abnormals and 20 therapeutic samples on both the old and new reagents.

	2
	Send data to STAGO technical specialist for calculation.

· Correlation studies

	3
	When data returns and is evaluated by CLS, make adjustments to ranges if needed in the instrument file.


	
	For UFH assays, re-calibrate and collect data.
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