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I. 
PURPOSE:

         
To define for all laboratory staff the process and procedure for validation and  

         
 installation of new instruments and or tests to be integrated into the laboratory.

II. 
POLICY:

         
No instrument or test will be incorporated into laboratory analysis without    

         
validation of performance, establishment of analysis ranges (AMR), evaluation of false  

        
positives/negatives results, normal range data for the patient population and 

        
compliance with manufacture’s stated standards and staff training/competency 

        
assessment.

III. PROCEDURE:

A.
Instruments:



1.
Uncrate and set-up instrument 



2.
FSR installation

· Electronic components

· System assembly

· Parts assembly

· Service review

· Instrument electronic operation

· Actual instrument operation



3.
Integration with TS person

· software configuration

· instrument operation

· system configuration

· reproducibility

· calibration

· electronic review/check

· correlation specimen collection

· collection of results for truth tables



4.
Lab integration

· reportable ranges (linearity)

· panic data

· review of configuration set-up

· validate all systems, alarms, flag etc operable and consistent with     

                  lab expectation 

· continue data collection for comparisons

· data/computer/program transmits

· establish:

· troubleshooting

· maintenance schedules

· manuals (service, instrument settings, computer format, 


· implementation documents

· quality control logs

· problem logs

· repeat data levels

· flags and handling

· audit trail



5.
Staff training

· key operator to instrument training

· general staff 

· operation

· basic troubleshooting

· maintenance

· cs/fsr presentations

· competency sign-off of techs

B.

Tests:

1. 
Review literature re test or test kit

2.  
Evaluate test/test kit compared to current tests/test kits

3. 
Perform statistical analysis  (reproducibility, standard error, clinical 



Relevance and ranges, etc)

4.  
Evaluate test performance over time and with multi-users

5. 
Prepare procedure, training process and competency assessment

6.  
Evaluate results with respect to peer group analysis

7. 
 Final review of procedure, final sign-off

8.  
Train and competency all users

9. 
Add test/test kit to lab test/services profile

10. Educated end users (clients) about test (use, reliability, ranges, clinical 

             


usefulness)

11. Prepare cost analysis, obtain cpt code, billing code and add to test menu

12. Establish ‘go live” date

IV.
HISTORY:


H-1
This procedure was written by Natalie Ortoli-Drew on 6-2009.

            H-2      This procedure was revised by Natalie Ortoli-Drew 2-2011.
