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Principle / Purpose:

This procedure will provide you with the information and understanding how to properly perform waived testing for Hgb A1c using the Siemens DCA system.  Hgb A1c is a quick and simple way to measure blood glucose of patients over the preceding 2 months.
Specimen Requirements:

Specimen type and volume:

1. Whole blood from a fingerstick or venipuncture is acceptable.

2.  Sample can be placed directly into the DCA –Vantage glass capillary 

     (Within plastic capillary holder) or collected in EDTA microtainer or       vacutainer.

3.  Unacceptable specimens

1.  Clotted samples.

4.  Time limitations and long term storage
1.  Samples must be analyzed within 5 minutes once placed into

                             the DCA capillary holder.

Reagents & Equipment: 

DCA Vantage Hemoglobin A1c test Reagent Kit: 

· Reagent cartridges

· Capillary holders

· Calibration card

· Package insert

Store reagent cartridges refrigerated at 2 ºC -8ºC, can be used until expiration date stated on package. Daily temperature recording is required by staff. Reagent cartridges can be kept up to 3 months at room temperature before the stated expiration date. After opening the foil pouch, the reagent cartridge must be used within 1 hour. Capillary holders may be stored refrigerated or at room temperature.      

 QC:

Quality control is performed every: 

· With each new shipment of reagents.

· With each new lot of reagents

· Each time a calibration card is scanned. (Performing a calibration)

· To train and confirm performance acceptability for new trainees.

· When results do not match the patients clinical condition or symptoms

Unopened bottles will remain stable until the stated expiration date at 2-8ºC. Opened bottles are stable up to 3 months at 2-8ºC or 30 days if stored at room temperature (up to 25ºC).

If QC fails, the meter will display an error message, see operators manual for a list of error codes and what to do.

Calibration:

You must scan the calibration card for a lot of HbA1c cartridges before you use it on the DCA Vantage system. Scanning the calibration card enters the information on the DCA Vantage system.

1. Remove the calibration card from the reagent kit.

2. Locate the dot on the system next to the barcode track. 

3. Locate the barcode on the calibration card. 
4. Hold the card so that the barcode faces to the right. 

5. Insert the Calibration card into the top of the barcode track. 

6. Hold the Calibration card gently against the right side of the track and smoothly slide the card down. 

A beep sounds to signal a successful scan.

NOTE: If no beep sounds, repeat the scanning procedure. If you repeatedly fail to hear a beep, refer to the Troubleshooting section in the DCA Vantage Operator’s Guide.

7. To return to the Home screen, select OK. 

Testing Procedure / Operating instructions:

NOTE: After opening the foil pouch, the reagent cartridge must be used within one hour.
1. Verify that the order for A1C POC is located in the patients electronic health record (EHR).

2. Pull lab order for A1C POC from the patient chart located in the LIS.  The LIS will print a bar coded label with a specimen number.  This number is to identify the patient and test ordered.

Processing Patient Samples

NOTE: You can save unused capillary holders and use them with any lot A1c reagent cartridges. 

3. Identify patient by asking for his/her name. Check the Medical Record Number and Birth Date to confirm accurate patient identification prior to performing the finger stick procedure.

4. Open the plastic wrap of the capillary holder by tearing the wrapper at the serrated edge with the arrow.

5. Inspect the capillary holder for the presence of the following parts. If the capillary holder is missing any of the above parts, discard the capillary holder.
· absorbent pad 

· glass capillary 

· latching mechanism  

Filling the Capillary with Whole Blood from a Fingerstick 

NOTE: When the glass capillary is filled with the sample, analysis must begin within 5 minutes. 1 µL of blood is required to fill the capillary. 

6. Hold the capillary holder at an angle. 

7. Touch only the tip of the capillary to a small drop of blood on the finger until the capillary fills. 
8. Using a lint-free tissue, carefully wipe the outside of the glass capillary. 

NOTE: Do not allow the tissue to touch the open end of the glass capillary. Contact with the open end of the capillary could result in loss of sample (by wicking into the tissue). If sample loss is obvious, discard the capillary holder. Repeat the procedure using a new capillary holder. 

9. Inspect the glass capillary for the presence of bubbles. 

10. If bubbles are obvious, discard the capillary holder and repeat the procedure using a new capillary holder.

Inserting Capillary Holder into Reagent Cartridge 
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CAUTION 
Avoid harsh insertion of the capillary holder. Do not dislodge the sample from the glass capillary or erroneous results may occur. 

11. Carefully insert the capillary holder into the reagent cartridge until the holder gently snaps into place. 

Scanning the Reagent Cartridge 

12. Locate the dot (on the system) next to the barcode track. 

13. Locate the barcode on the reagent cartridge. 

14. Hold the reagent cartridge so that the barcode faces to the right. 

15. Insert the reagent cartridge (above dot) into the barcode track. 

16. Quickly and smoothly, slide the reagent cartridge down. A beep sounds to signal a successful scan. 

NOTE: If no beep sounds, repeat procedure. If a beep repeatedly fails to sound, refer to the Troubleshooting section in the DCA Vantage Operator’s Guide. 

Inserting the Reagent Cartridge into the System 

17. Open the cartridge compartment door. 

18. Hold the reagent cartridge so that the barcode faces to the right. 

19. Insert the reagent cartridge into the cartridge compartment until a gentle snap is heard or felt. 

NOTE: The cartridge is designed to fit only one way into the system. Do not force the cartridge into system. 

20. Using a smooth, slow, continuous motion, pull the flexible pull-tab completely out of the reagent cartridge. 

21. Close the door and dispose of the flexible pull-tab. Five seconds after the door is closed, a beep sounds and the assay begins. 

NOTE: If you accidentally close the door before you pull the flexible plastic tab, you have 5 seconds to re-open the door and pull the tab. 

Entering Sample Data 

The Sample Data menu screen displays when the system detects the system door closes, and indicates a test is in progress after the 5-second delay. 

NOTE: You can only enter data during the test. Enter the following sample demographic information: 

· Last Name 

· First Name

· User ID 

22. Select Last Name. The Last Name screen displays. 

23. Select First Name. The First Name screen displays. 

24. Select User ID. The User ID screen displays. 

Removing the Reagent Cartridge

25.  Open the cartridge compartment door.

26. Locate the button on the right side of the cartridge compartment.

27. Push and hold it down with your right hand.

28. With your left hand, gently push the tab on the cartridge to the right.

This action releases (unlocks) the cartridge.

29. Pull the reagent cartridge out of the compartment.

30. Close the system door.

31. Discard the cartridge in a proper container, according to your standard laboratory procedures.

Turning the system off

To save power, you can turn the system off when it is not in use.

32. At the Home screen, select Turn Off.

33. To shut down the system, select Yes

34. Turn the power switch to the off position when the system shut down is complete.

Results Interpretation:

The DCA Vantage HbA1C assay gives accurate and precise results over a range of total hemoglobin of 7-24 g/dL. Patients with total hemoglobin outside of the acceptable range should be assayed by a test employing a different methodology.
A result preceded by a less than (<) sign in the display indicates that the

concentration is below the lower limit of the test, that is < 2.5%.

A result preceded by a greater than (>) sign in the display indicates that the

concentration is above the upper limit of the test, that is > 14.0% for patient samples. Patient samples that are not within the reportable range need to be sent for testing by a different methodology for verification.
Reporting Results:

All results must be hand entered into the LIS and approved.  This will allow the results to transfer over into the electronic patient chart and electronic billing to occur.

Troubleshooting / Corrective Actions:  
Consult the DCA Vantage Operator’s Guide (pages 107-117) or call technical assistance at Siemens Medical Solutions Technical Care Center: 1-877-229-3711

Limitations:

As with all laboratory tests, definitive diagnostic or therapeutic decisions should not be based on any single result or method. 
Patients with conditions such as hemolytic anemia, anemia, polycythemia, homozygous HbS, and HbC may have a decreased life span of their red blood cells, which can lead to falsely lower than expected results.
Hgb F is not measured by this instrument, therefore, if patients have an increased level of Hgb F, their A1c could be falsely lower than expected.

Warnings and Precautions:

Following the Universal Precautions, handle all blood and body fluids with caution.  All specimens and containers are to be disposed of in the biohazard containers.  Wear gloves at all times and disinfect work area before and after each patient.
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