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Piccolo™ Blood Analyzer Operational Procedures

BODY (_______MIN)

PRESENTATION:

A.  To be able to perform all actions necessary in the operation, maintenance, quality control, and troubleshooting of the Piccolo™.

1. Instrument principles of operation

a. Quantitative, automated chemistry analyzer

b. Chemical reactions occur between dry reagent beads and aqueous diluent contained in Piccolo™ Reagent Disc and added sample.

c. These reactions produce chromophores that are measured photometrically.

d. The operator introduces a whole blood sample into the Piccolo™ Reagent Disc containing a diluent and test-specific dry reagent beads.  Disc is then placed in the analyzer and operator enters the appropriate id numbers.  

e. The analyzer automatically performs the remainder of the test protocol. 

2. Specimen Requirements

a. 90 μL of heparinized whole blood, heparinized plasma, or serum 

b. Analyze whole blood within 60 minutes

3. Necessary Reagents

a. Single-use Reagent disc contains diluent and test-specific reagent beads.    

b. Store reagent discs in their sealed foil pouches at 2-8ºC.  Warm to room temp for 30 minutes before use.  Discs may remain at room temperature for up to 48 hours.  Remove foil just prior to use.  

c. Expiration date is printed on the disc pouch and appears as barcode on the reagent ring.  Analyzer will display an expired reagent error message if an out of date ring is used.

4. Calibration

a. Reagent discs are self-calibrating.  The barcode printed on each ring contains all information needed for the analyzer to calibrate itself.

b. Each lot of beads is calibrated against a reference method and/or reference material.

c. Following recommended procedures, the user can be assured that the analyte concentrations produced by the Piccolo blood analyzer are accurate and precise.

5. Quality Control

a. The analyzer hardware is subjected to a self-test every time the power is turned on.  It ensures that all optics, flash lamp, and circuit board components are functioning properly and verifies the memory functions. 

b. System and validity checks automatically monitor analyzer and chemistry performance during every run and the data are stored with the sample results.

c. The analyzer performs several disc checks during the analysis.  To include: confirming the presence of all reagent beads; monitoring fluid movement for proper sequence and timing; verifying proper diluent and sample mixing; confirming that sufficient sample has been applied to the disc; and ensuring that each reagent bead dissolves when mixed with diluted sample. 

d. At a minimum, two levels of aqueous control are run each day of use, normally before the first run of the day.

e. Aqueous controls are to be run and hadled as actual patient sample.

6. Procedure for operating the Piccolo™ Blood Chemistry Analyzer

a. Startup

(1) Turn on the analyzer power by pressing the POWER key and analyzer will perform a self-test. 

(2) Allow all sealed reagent discs to warm up to room temperature (approx. 30 minutes) prior to use.  

(3)  Using a micropipette or other devise to dispense 90 μL of sample into the sample port. 

(4) Hold the reagent disc by its edges and maintain it in a flat position while carrying it to the analyzer.

(5) The analysis must begin within 10 minutes of placing the sample in the reagent disc.

b. Running a Sample

(1) Open the analyzer door and place disc in the hole in the draw and press CLOSE.  Analysis will start automatically.

(2)  Enter the reference set range, and patient, operator, and physician identification numbers.

(3) Sample processing is complete when the analyzer beeps and displays “ANALYSIS COMPLETE.”

(4) The analyzer stores the results internally and automatically transmits them to the RS232 port for printing.  If you choose to print, place the result card in the result card slot.

7. Quality Control Review

a. QC must be within limits before patient testing.

b. If out of range trouble shoot, rerun, and review.

8. Normal Ranges

a. See normal range chart in operational instruction.

9. Interfering substances

a. See specific analyte information sheet at end of operator’s manual.

10.  Instrument Service & Maintenance


a.  Detail procedure is listed in Piccolo™ Operators Guide

11.  Critical Values

a. See specific analyte information sheet at end of operator’s manual.
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