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	POLICY GUIDELINE ON: Instrument Comparison Studies



I. POLICY STATEMENT:
      Instrument Comparison Studies:  Quantitative test which can be analyzed on more than one 


Instrument or method will be checked for result correlation twice a year.
II. PURPOSE: 
 
To standardize performance of studies which verify instrument agreement on patient results for 
      analytes  performed on multiple instruments and/or methods, declare performance frequency, 

      and define acceptability criteria.
III. GENERAL INFORMATION:
       A minimum of five patient samples should be selected for each analyte that is currently     

       performed on more than one instrument. Specimens selected should be patient samples/isolates.
IV. PROCEDURE
A.  Test a total of five patient stool specimens for C. difficile on both the FilmArray Biofire and the Cepheid GeneXpert.  Three positive specimens and two negative specimens should be tested.
B. For the Microscan comparison the following panels should be tested on the Walkaway 96 and the Walkaway 40:  negcombo62,  poscombo44,  mstrep +1,  RPID2, and RNID3.  The following organisms should be used:  E coli, Proteus mirabilis, MRSA, Pseudomonas aeruginosa, and Strep intermedius.
V. MAINTENANCE AND STORAGE:
A. All policies and procedures are reviewed every two years by Laboratory Administration and or the Medical Director of the Laboratory or designee.

B. The Laboratory Administration and Medical Director review policies and procedures when there are changes in practice standards, or requirements.

C. All policies and procedures are reviewed every two years by staff or at the time new or revised ones are put in effect.

D. All policies are retained 8 years after being discontinued or revised.

E. All procedures are retained 2 years after being discontinued or revised.

UnityPoint Health Methodist Laboratory is a CAP accredited facility, as of 7/1/11 the responsibility of new and/or substantially revised policies and procedures will be restricted the Laboratory Director whose name appears on the CLIA certificate, whose signature appears below. The biennial review will be completed by the Administrative Director. 
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