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Principle / Purpose:

HemoCue 201 provides a quantitative analysis of glucose in whole blood to aid in the diagnosis and treatment of patients with diabetes in a point of care setting. 
Specimen Requirements:

· Capillary, venous or arterial blood are acceptable sources.  

· EDTA, Sodium Heparin, Sodium Fluoride, Sodium Oxalate or Potassium Oxalate are expectable anticoagulants samples to use for testing.
· Testing should be performed immediately, within 40seconds, if no anticoagulant is used.  If an anticoagulant is used, testing must be completed within 30 minutes.

Reagents & Equipment: 

· HemoCue Microcuvette
· HemoCue Glucose 201 analyzer

· Kimwipe

· Lancet

· Alcohol Pad

· Gauze

· Bandage 
Quality Control:

· The HemoCue 201 Analyzer performs a SELFTEST every time it is turned on to verify the performance of the optronic unit in the analyzer.
· Daily Quality Control is to be performed prior to patient testing and logged each day that the analyzer is in use. High and low controls are to be used. The QC material is good for 30 days after opening and must be stored in the refrigerator. Do not use QC after the expiration date. If QC is out of range, no patient testing can be performed.
Testing Procedure / Operating instructions:

NOTE: INVALID results may occur if too little sample is added to the test, do not refill microcuvette.
1. Pull lab order for test 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. Add VP for venipuncture or FS fingerstick depending on sample type to be collected.
2. Collect reagents and testing material needed to perform test. Take microcuvette out of container located in the refrigerator and verify that the reagent is a faint yellow color. If the reagent is brown or blue, discard the microcuvette and get another one.
3. Pull the cuvette holder out to its loading position.  Press and hold the on/off button until the display is activated.
4. Wipe patients finger tip off with alcohol wipe and let dry.

5. Press lancet to the side of the top of the patients’ finger.  Press plunger down on the lancet. 

6. Lightly squeeze patients finger to form a drop of blood, wipe away blood drop 2-3 times.

7. Grab microcuvette, holding the opposite filling end and bring in contact with the capillary sample. 

8. Fill the microcuvette completely by capillary action – DO NOT REFILL the MICROCUVETTE.

9. Wipe off the outside of the microcuvette with a Kimwipe.  Do not touch the open end of the microcuvette.

10. Place the microcuvette into the clean holder and start measurement by gently pushing the cuvette holder to its measuring position. 

11. After 40-240 seconds the analyzer will find the steady-state of the chemical reaction and the result will appear in the display.  The result will remain on the display as long as the cuvette holder is in the measuring position.

12. Do not re-measure the microcuvette.

13. Pull the cuvette holder out to its loading position and discard the microcuvette in a biohazard container.

14. If an error displays, refer to operating manual for assistance.
Results Interpretation:

The results should be read directly from the HemoCue Glucose 201 Analyzer.  The analyzer/test is linear up to 444mg/dL.  If the instrument displays “HHH” or “Overrange”, the sample is higher than the linear range and will have to be tested with a different methodology.

Results that are <50 mg/dL or >250 mg/dL must be repeated on another HemoCue Glucose 201 Analyzer. If the repeated results do not correlate, serum or plasma must be sent to ETREL for test verification using a different methodology.  
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.
Results that are >250 mg/dL must have supervisors’ approval prior to releasing the results when prompted by the LIS.
Troubleshooting / Corrective Actions:  
Refer to HemoCue product instructions insert or call HemoCue at 1-800-426-7256.
Limitations:

As with all laboratory tests, definitive diagnostic or therapeutic decisions should not be based on any single result or method. 
Measurement needs to be started within 40 seconds after filling the microcuvette.
Air bubbles, discard and obtain new microcuvette and sample.
Lipemic samples, interpret with caution.

The HemoCue measure of glucose is based on the plasma equivalent in the whole blood with a normal hematocrit. Specimens with an extreme hematocrit may not correlate with plasma only specimen’s tested by other means.
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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