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A.  To be able to perform all actions necessary in the operation, maintenance, quality control, and troubleshooting of the Vitros 250 Chemistry System.
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     2.  Specimen Requirements

     3.  Necessary Reagents

     4.  Calibration

     5.  Quality Control 

     6.  Procedure for operating Vitros 250
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Johnson & Johnson Vitros 250 Chemistry 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 Vitros 250

1.  Instrument principles of operation

a. The chemistry analyzer performs discrete clinical tests on serum, urine, and spinal fluid specimens.  Methodologies include colorimetric, potentiometric, and rate tests using multi-layered Vitros Slides.  

b. Slides are packaged in cartridges specific for each test type.  Cartridges contain either 18 or 50 slides.  The analyzer uses each slide once, and after the slide is used, it is discarded.

c. You can load up to 40 patient samples on the analyzer at a time, and continue to load trays of up to ten samples as other trays are completed.  Once you have loaded cartridges, calibrated the system, and programmed the samples, the system is ready to begin processing the sample.  A single test result takes approximately two to eight minutes, depending upon the type of test.

d. The analyzer can operate 24 hours per day.  If you turn on the analyzer from a cold start (when the analyzer has been off at least 15 minutes), it will be ready to begin operation in less than 20 minutes.

2.  Specimen Requirements

a. Serum or plasma

b. Sample volume: 10 or 11μL per test

3.  Necessary Reagents

a. The system performs tests using dry, multi-layered slides.  These slides contain chemicals that produce reactions to specific tests. 

b. Slides are available in cartridges specific for one type of test; most cartridges hold 50 slides, others hold 18 slides.

c. Foil wrapper protects the cartridges from extremes in humidity, and light.  Do not break the seal of the foil wrapper until the cartridge reach room temperature.

d. Slides are stored either in a freezer or refrigerator, depending upon manufacturers recommendation.

e. Each cartridge has a top and side label; the side label is read by the analyzer’s bar code scanner.  It identifies each cartridge by test name, generation number, and lot number.  The top label is colored coded to indicate in which of the two slide supply trays they should be loaded in.

f. Do not write or damage the bar coded label.

g. Other reagents include calibrators, quality control material, and reference fluid. 

4.  Calibration

a. At a minimum, calibration is performed every six months.

b. It must also be performed when reagent lot numbers are changed due to a new slide generation or lot, when there are changes in reference fluid lots for potentiometric tests, or when there are changes in immuno-wash fluids or immuno-rate tests.

c. Other conditions requiring re-calibration:

(1) Extensive service is performed

(2) Quality control performed is out of range

(3) ±5ºC change in lab ambient temperature

5. Quality Control

a. Aqueous assayed controls are used to verify the performance of a batch of cartridges when they are first received or when storage conditions are in question.  They are programmed and loaded on to the analyzer much the same way patients sample are handled.

b. Analyzer runs a series of automated on-line quality measurements that monitor the sensors, fluidics, and instrumentation each time a test is performed

c. Analyzer runs a series of automated on-lie procedural checks that monitors the user each time a test is performed

6. Procedure for operating the Vitros 250

a. Follow instructions on the analyzer monitor to program samples

b. Place the programmed samples in ten-sample linear trays

c. Place the trays onto any of four sample tracks specified during sample programming

d. Press ON

e. The analyzer will:

(1) Pivot the tray platform and transport arm to align with the track containing the sample tray

(2) Position the first sample in the tray at the sample-aspiration station

(3) Aspirate required aliquot of sample from sample container

(4) Pull appropriate slide(s) from cartridge(s) and position it under the dispensing area

(5) Dispense 10 or 11μL of sample onto each slide, rotate the slide into one of 23 incubation positions, and discard sampling tip

(6) Incubate slide at appropriate temperature

(7) Eject the slide from the incubator and position it at the electrometer read station

(8) Perform calculations and convert results to digital values

(9) Print out results after all calculations are complete and store them on a fixed disk

7. Normal Ranges (Reference ranges)

a. Refer to specific analyte and test methodology sheet

b. Normal ranges are programmed into the analyzer

8. Review of Patient Results

a. The highly analyzers’ Review Results function allows the operator to view patient test and calibration results as they are completed.  

b. The operator can also edit test result values, verify results, and find and delete records, if necessary 

c. Review for flags, codes, and messages before reporting results.  Complete list of flags along with required actions are listed in the operator’s manual.  

9. Factors Affecting Results

a. Refer to specific analyte and test methodology sheet

10. Instrument Service and Maintenance

a. To perform daily Maintenance for disposal, supplies, and fluids:

(1) Touch PERIODIC MAINTENANCE on the main Menu 

(2) Touch DAILY MAINTENANCE on the Periodic Maintenance screen

(3) Touch DISPOSALS AND SUPPLIES

(4) Follow detailed instructions on the screen and perform the daily maintenance

(5) Return to PERIODIC MAINTENANCE screen and touch FLUIDS

(6) Follow detailed instructions on the screen and perform the daily maintenance

b. To perform weekly Maintenance:

(1) Touch PERIODIC MAINTENANCE on the main Menu

(2) Touch WEEKLY MAINTENANCE

(3) Perform the weekly maintenance procedures displayed on the screen

c. To perform As-Required Maintenance:

(1) Touch PERIODIC MAINTENANCE on the main Menu

(2) Touch AS-REQUIRED MAINTENANCE 

(3) Perform the as-required maintenance procedures displayed on the screen

11. Critical Values

a. Report to requesting provider or nursing staff immediately and document
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