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PRIN	CIPLE

The Mono II Rapid Test uses color immunochromatographic dipstick technology with bovine erythrocyte extract coated on the membrane.  In the test procedure, serum or plasma is mixed with the Diluent.  Then the Test Stick is placed in the mixture and the mixture migrates along the membrane.  If the specific IM heterophile antibody is present in the sample, it will form a complex with the bovine erythrocyte extract conjugated color particles.  The complex will then be bound by bovine erythrocyte extract immobilized on the membrane and a visible blue Test Line will appear to indicate a positive result.

REAGENTS

· Test strips: bovine erythrocyte extract coated on the membrane
· Diluent: (contains buffer with 0.2% sodium azide)
· Positive Control: Rabbit anti-beef stroma in a tris buffer with 0.2% sodium azide and 0.05% gentamycin sulfate as preservatives.
· Negative Control: goat albumin in tris buffer with 0.2% sodium azide
· Pipettes
· Test tubes


STORAGE

The reagents will remain stable through the expiration date shown on the label if stored between 15-30°C.  

The reagents should not be used after the expiration date shown on the label.

MATERIALS NOT PROVIDED

· Timer

SAMPLE COLLECTION

Serum: Use serum collected by centrifuging clotted blood. If the test cannot be carried out on the same day, it may be stored between 2 and 8°C for no longer than 48 hours after collection. For longer periods the sample must be frozen below -10°C and tested within 3 months.

Plasma: Collect blood into a tube containing EDTA OR heparin as the anticoagulant. If the test cannot be carried out on the same day, it may be stored between 2 and 8°C for no longer than 48 hours after collection. For longer periods the sample must be frozen below -10°C and tested within 3 months.





QUALITY CONTROL

· Internal Quality Control: The Mono II Rapid Test provides two levels of internal procedural controls with each test procedure.
· The red control line is an internal positive procedural control.  The test stick must absorb the proper amount of test material and be working properly for the red line to appear.
· A clear background is an internal negative control.  If the test has been performed correctly and the test stick is working properly, the background will clear and give a discernable result.
· If the control line does not appear, the test is invalid.  If the background does not clear and interferes with the test result, the test may be invalid. 
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· CALL 800-332-1042 for technical assistance if you experience either of these problems.

· External Quality Control: For external quality control testing, use the controls provided in the kit.  Add one free falling drop of control to the test tube and then proceed in the same manner as with a patient sample.  Quality Control must be run with each new lot, shipment or at least monthly and must be run as part of the training for each new operator.

PROCEDURE

1. Place 1 drop of the sample using the provided pipette into the provided test tube.

2. Slowly add one drop of diluent to the bottom of the test tube and mix. 

3. Remove the test stick from the container.  Re-cap the container immediately.

4. Place the absorbent end of the test stick into the treated tube.  Leave the test stick in the tube.

5. Read results at 5 minutes.  Positive results may be read as soon as the red control line appears.
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INTERPRETATION OF RESULTS

The presence of a blue test line indicates a clinically significant concentration of infectious mononucleosis heterophile antibodies in the sample.

POSITIVE REACTIONS:
The presence of a blue test line and a red control is a positive result for the detection of infectious mononucleosis heterophile antibody in the sample.  Note that the line can be any shade of blue.
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NEGATIVE REACTIONS:
A red control line but no blue test line is a negative result.  Infectious mononucleosis heterophile antibodies in the sample not detected.
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LIMITATIONS

· As with all diagnostic assays, the results of the Mono II Rapid Test assay should be interpreted in light of the clinical symptoms shown by the patient.

· Occasionally detectable levels of heterophile antibodies are late in developing in patients symptomatic for infectious mononucleosis. If symptoms persist it is recommended to repeat the assay in several days.

EXPECTED VALUES

Different studies of presence of infectious mononucleosis heterophile antibodies in blood donors show incidence of the disease in form 0.9 to 1.7% of population. As presence of antibodies indicates a relatively recent infection, these results suggest that the true incidence of the disease is higher than the diagnosed cases.

REFERENCES

1. The Mono II Rapid Test package insert 3181-2
2. Laboratory Specimen Collection Manual


PREPARED BY: Barbara Herro
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