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CALIBRATION VERIFICATION of PRE-CALIBRATED TESTS
	Purpose
	This document describes the procedure for performing calibration verification of pre-calibrated tests on the Stago Compact analyzer. The Clinical Laboratory Improvement Act (CLIA) states calibration verification is only required for “modified” moderately complex tests.



	Policy
	Fibrinogen and D-Dimer calibration verifications must be performed semi-annually, and when major maintenance is done on the analyzer as required. Calibration Verification materials can be purchase or made by diluting a specimen with an elevated value and using diluent done automatically by the instrument.



	Procedure
	1. FIBRINOGEN:
a.)  Find a patient with a Fibrinogen between 700-800 mg/dl. Possible         source for high Fibrinogen will be L&D or post-partum patients, and patients with a positive blood culture.


	
	   b.)  Run the Fibrinogen test. Once this test is complete, and the result   
   is in between 700-800mg/dl, add on the following dependent tests:

              i.)      Fib 1:15  (Fib x15)
              ii.)     Fib 1:20  (Fib- repeats the primary test)

              iii.)    Fib 1:40  (Fib x40)

              iv.)    Fib 1:100 (Fib x100)

   c.) Print the test results. To print the results, select the patient on the test    
   panel screen. Press Enter to access the File Processing Screen. Once the   

   patient results are displayed, select (F6) to print.

   d.) Submit the data to Stago for evaluation. Provide the company with the 
   Calibration data indicated on the barcode calibration sheet specific for that 
   reagent lot number.

  e.) File the calibration verification in the appropriate binder for our records.
______________________________________________________________
                                                                                           Continued on next page

	
	


CALIBRATION VERIFICATION of PRE-CALIBRATED TESTS, Continued
	Procedure, cont…

	


   


2. D-DIMER:

     


 a.)  Find a patient with a D-Dimer between 3.0-3.8 ug/ml FEU (3,000-

  


 3,800 ng/ml FEU). Screen patients to find one with a suitable value. 
                                     b.) Run the D-Dimer test. Once the test is complete, and the result is in 

                                     between 3.0-3.8 ug/ml FEU (3,000-3,800 ng/ml FEU), add the following 




 dependent tests:





i.) 
D-Di 1:2 (D-DI X2)





ii.) 
D-Di 1:8 (D-DI X8)




iii.)
D-Di 1:15 (D-DI X15)




c.) Print the test results. To print the results, select the patient on the test    

   


panel screen. Press Enter to access the File Processing Screen. Once the   

   


patient results are displayed, select (F6) to print.




d.) Submit the data to Stago for evaluation. Provide the company with the 

   


Calibration data indicated on the barcode calibration sheet specific for that 

   


reagent lot number.



  
e.) File the calibration verification in the appropriate binder for our records.

	Target Recovery 
	Acceptable Recovery Limit:
1.) Fibrinogen: + 20%

2.) D-Dimer:             

	
	     a.) 0.0-1.0 ug/ml FEU (0-1,000 ng/ml): + 0.15 ug/ml FEU ( 150ng/ml)

	
	     b.) 1.0-4.0 ug/ml FEU (1.0-4.0 ng/ml): + 0.50 ug/ml FEU (500ng/ml)
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