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1.0
PRINCIPLE:
1.1
The AVITEX IM latex slide agglutination test is based upon the reaction between patient IgM antibodies and latex reagent sensitized with bovine red cells mononucleosis antigen. When the latex reagent is mixed with patient sera or EDTA plasma containing heterophile antibodies, a clear agglutination is seen within 2 minutes.

2.0
SPECIMEN:


2.1
Serum or EDTA plasma that is clear and free of bacterial contamination is used for testing.  Avoid grossly hemolysed or lipemic sera.



2.2
If the test is not performed within the same day of collection, the serum should be stored frozen at -20oC, up to a maximum of 6 weeks.


2.3
Monospot test is performed only if the patient is less than 45 years of age.
3.0
EQUIPMENT AND MATERIALS:
· AVITEX IM kit








· Micropipettes (50 ul)

· Plastic reusable test slides

4.0
STORAGE:

4.1
AVITEX IM kits should be stored at 2(C – 8( C.

5.0 PROCEDURE:
5.1
Bring reagent and specimen to room temperature before testing.

5.2
Transfer one drop of patient’s sera to a test circle on the slide (50 uL).
5.3
Repeat with positive and negative control.

5.4
Invert the latex reagent several times until it is uniformly resuspended. Use the              dropper provided and add one drop of reagent to the test circle.

5.5
Mix the drops using the disposable stirrer ensuring coverage of the test circle with the mixture.
5.6
Gently and evenly, rock and rotate the test slides for 2 minutes while examining the test for agglutination.
6.0
RESULTS:


6.1
Examine results under strong light source after 2 minutes.


6.2
Positive result is indicated by obvious agglutination pattern of the latex in clear solution.


6.3
Negative result is indicated by no change in the latex suspension on the slides.

7.0
REPORTING RESULTS:

7.1
Positive


7.2          Negative

8.0     QUALITY CONTROL:
8.1 Positive and negative controls must be run prior to using a new kit and at least once per day when testing is performed.

9.0     PROCEDURE NOTES:

9.1
AVITEX IM reagent contain materials of human origin which has been test confirmed negative for HIV antibodies and HbsAg by FDA approved procedures.





























   
negative for HIV antibodies and HbsAg 

9.2 All reagents should be treated as potentially bio-hazardous.


9.3
AVITEX IM reagent contains 0.1% Sodium Azide that may react with lead or copper plumbing to form highly explosive salts.  Flush with large quantities of water upon disposal.
10.0 LIMITATIONS OF THE  PROCEDURE:


10.1
The use of samples other than serum or EDTA plasma have not been validated in this test.
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