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1. PURPOSE

To outline the Calibration process for the Siemens Dimension Vista instruments. 
2. SCOPE

This procedure applies to all Core Laboratory personnel working with the Siemens  

            Dimension Vista instruments.     
3. RESPONSIBILITY

Core Laboratory personnel are responsible for performing and complying with this procedure.  The Core Laboratory Supervisor is responsible for content and review of this procedure.

4. DEFINITIONS 

None

5. PROCEDURE

5.1 ORDER CALIBRATION
1. Select SYSTEM.
2. Select METHOD SUMMARY
3. Select CALIBRATION.
4. Select a method from the list in the sidebar menu.
5. Select ORDER CALIBRATION
6. Select OK.
7. Calibration is now processing.
5.2 ORDER CALIBRATION USING CUPS
1. Follow procedure 5.1 above.  After selecting ORDER CALIBRATION, follow the steps below.
2. Place a check in the box under USING CUPS.

3. Scan the rack ID Barcode.

4. Place the cup into position 1 on the rack.

5. Press OK.

6. Load rack onto the Vista instrument.

7. Calibration is now processing.

5.3 REVIEW CALIBRATION MANUALLY

1. Press Alert or System.
2. Press Method summary.

3. Press Calibration.

4. Choose the method in the sidebar display.

5. Review acceptance criteria.

6. Press the Accept/Reject Calibration button.

7. Select Accept Calibration or Reject Calibration in the dialog box.  A comment is required when accepting a failed calibration.

8. Press finish.

5.4 REVIEW A FAILED CALIBRATION

1. Press the Calibration Review Alert or System.

2. Press Method summary.

3. Press Calibration.

4. Choose the method in the sidebar display.

5. Press the Accept/Reject Calibration button.

6. Review errors.

7. Select Accept Calibration or Reject Calibration in the dialog box.  A comment is required when accepting a failed calibration.

8. Press finish.

5.5 VIEW ADVANCE CALIBRATION DETAILS

1. Press Advanced.
2. Press the Calibration icon.

3. Press Calibrations by Lot.

4. Select the method lot to review.

5. Select Show Details from the Action menu.

6. Review all criteria listed.

7. Use the information in the Acceptance Criteria Details section to assist in troubleshooting.

5.6 CANCEL A CALIBRATION

1. Press Advanced.

2. Press the Calibration icon.

3. Press Calibrations by Lot.

4. Select the method and reagent lot to cancel.

5. From the lower Actions menu, select Cancel Order.

5.7 ADD NEW LOT OF CALIBRATOR PRODUCT

1. Press Advanced.

2. Press the Calibration icon.

3. Press Calibrators.

4. Locate and scan the barcode on the IFU sheet.

5. Select the product.  The software automatically populates the fields and saves the new information.

5.8 PRINT CALIBRATOR BARCODES

1. Press the Calibrator Needs alert.

2. Select the desired calibrator product.

3. Press Print Vial Barcodes.

4. Place label on appropriate calibrator vial

5.9  NEW SHIPMENT / NEW LOT VERIFICATION
When a new shipment with the same lot number is received, run all levels of QC. Record the results in the new reagent comparison study form to evaluate. If the new shipment has a new lot number the system calibrates automatically. The reagent lot crossover on 6 patient samples should be performed on the instrument. Follow the steps for lot to lot comparison:
1. Collect 6 patients’ samples in a sample rack.
2. On the instrument Press Advanced, then Samples icon.

3. Select Batch Test Mode Test Setup from the menu

4. Select Create or Modify Batch Mode Configuration from the Action menu

5. Enter Batch ID in the Batch ID field

6. Select the method(s) to be processed.

7. If multiple replicates are needed select the method of choice and the number of times needed to run.

8. Scan the sample rack barcode.  The barcode are listed in the display box for multiple sample racks. The sample rack barcodes can also be manually entered in the space provided.
9. Press Save Changes in the Action menu.

10. Select Lot Crossover in the Batch Mode menu.

11. Load the sample racks on the instrument.

12. When the batch mode is processed the sample ID is generated by Rack-Position + Sequence number.  The same sequence number is added to the Batch ID to form the Patient ID field.

13. As the results are completed, the system displays the results on the Result History screen.  The results can also be viewed in the Test Status screen.

14. Fill out and submit the Dimension Vista Calibration Log form.
6. RELATED DOCUMENTS

1. Dimension Vista® Clinical Chemistry System Operator’s Manual
7. REFERENCES

1.
Dimension Vista System Quick Reference Guide.
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