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NOTE: This procedure is provided to Meridian’s customers to assist with the development of laboratory procedures.  This document was derived from, and was current with, the instructions for use (IFU) that accompanies the product at the time it was created. The user is instructed to consult the IFU packaged with the product to ensure currency of the procedure prior to adapting the document to routine laboratory use and periodically thereafter to ensure future IFU modifications, which might effect this procedure, are identified.   Any modifications to this document are the sole responsibility of the person making the modifications.

PRINCIPLE:

MONOSPOT Latex is a one-step rapid latex particle agglutination test for the qualitative and semiquantitative determination of infectious mononucleosis heterophile antibodies in serum or plasma. MONOSPOT Latex aids in the diagnosis of infectious mononucleosis.

The MONOSPOT Latex reagent is a suspension of polystyrene latex particles of uniform size coated with highly purified Paul-Bunnell antigen from bovine red cell membranes. The degree of purity of the antigen is such that MONOSPOT Latex only reacts with infectious mononucleosis heterophile antibodies. For this reason, “differential” absorptions are not necessary. Latex particles allow visual observation of the antigen-antibody reaction. If infectious mononucleosis heterophile antibodies are present in either serum or plasma, the latex suspension changes its uniform appearance and a clear agglutination becomes evident.
SPECIMEN:

Preferred sample types:
1. Serum collected by centrifuging clotted blood

2. Plasma collected with EDTA anticoagulant

Undesirable specimens:
1. Plasma collected with anticoagulants other than EDTA
2. Hemolyzed samples
Collection:
SERUM: Use fresh serum collected by centrifuging clotted blood. If the test cannot 
be carried out on the same day, serum may be stored between 2 and 8 C for no 
longer 
than 48 hours after collection. For longer periods the sample must be frozen 
(-20 C 
or below). 
PLASMA: Collect blood into a tube containing anticoagulant (EDTA). Other 
anticoagulants should be evaluated before use. Centrifuge to separate plasma from 
cellular elements. Test the specimen within 24 hours of blood collection. Do not 
use 
hemolyzed or contaminated samples.
This facility’s procedure for specimen collection is: _________________________________ __________________________________________________________________________

This facility’s procedure for transporting specimens is: ______________________________

 __________________________________________________________________________

This facility’s procedure for rejected specimens is: _________________________________ __________________________________________________________________________
MATERIALS AND EQUIPMENT:

Materials Provided:
The maximum number of tests obtained from this test kit is listed on the outer box. 


1.   Latex Reagent – Suspension of polystyrene latex particles coated with Paul-



Bunnell antigen in a buffer. Contains < 0.1% sodium azide. 


2.   Positive Control – Rabbit IgG anti-Paul-Bunnell antigen diluted in a buffer. 



Contains < 0.1% sodium azide. 


3.   Negative Control – Nonreactive diluted human serum. Contains < 0.1% 



sodium azide. 


4.   Pipettestirs 

5.   Test Slides
Materials Not Provided:

1.   Normal saline (0.9% NaCl, only for semiquantitative technique) 

2.   Automatic pipettes 

3.   Timer 

4.   Rotator 

5.   Stirrers

Preparation:

Bring specimens and reagents to room temperature (20-30 C) before testing. 
PERFORMANCE CONSIDERATIONS:
1. All reagents are for in vitro diagnostic use only.

2. To assure proper delivery the reagent dropper must be held vertically and a single drop allowed to fall.

3. The reagents in this kit contain sodium azide as a preservative.  Sodium azide has been reported to form lead or copper azide in laboratory plumbing which may explode on percussion.  Flush drains with water thoroughly after disposing of fluids containing sodium azide.

STORAGE REQUIREMENTS:

Store kit refrigerated 2 - 8 C and return kit to the refrigerator promptly after each use.  DO NOT FREEZE.
1.   The Latex Reagent and the controls will remain stable through the expiration date shown on 
the label if stored between 2 and 8 C. Do not freeze. The reagents can be damaged by 
improper handling, especially temperature extremes. 

2.   Checking the Latex Reagent with the positive and negative controls provided will permit 
detection of reagent deterioration. The reagents should not be used after the expiration 
date shown on the label. 

3.   The Latex Reagent, once shaken, must be uniform without visible clumping. 

4.   When stored, a slight sedimentation may occur and should be considered normal. 

5.   Do not use the Latex Reagent or controls if they become contaminated. 

6.   The reagent dropper dispenses drops of 28 μL ± 10%. The dropper must be held 
perpendicular to the slide surface and a single drop allowed to fall. Do not use another 
dropper without previously checking the volume of the drop.
At this facility, kits are stored:_______________________________________________ ​​​​​                                                                                                           
CALIBRATION:

Not applicable to this assay.

QUALITY CONTROL:
This test should be performed by applicable local, state, or federal regulations or accrediting agencies. Control of the latex reagent:

1.   Before performing a set of determinations it is advisable to test the latex reagent 
with each of the controls, positive and negative, included in the kit.

2.   Both controls should be used following the steps outlined in the QUALITATIVE 
TECHNIQUE. 

3.   The reaction between the Positive Control and the Latex Reagent should show a 
clear agglutination, different from the uniform appearance of the negative 
control. 

If the expected control reactions are not observed, repeat the control tests as the first step in determining the root cause of the failure. If control failures are repeated please contact Meridian’s Technical Services Department at 1-800-343-3858 (US) or your local distributor.

QC Testing Frequency and Documentation:

For this facility, External QC is run:______________________________________________                                                                                                   

Results of External QC and action(s) taken when control results are unacceptable are documented:________________________________________________________________

PROCEDURE:

QUALITATIVE TECHNIQUE 


1.   Allow the Latex Reagent and controls to reach room temperature (20 to 30 C). 


2.   Gently shake the Latex Reagent vial to disperse and suspend the latex particles in the 


buffer solution. Vigorous shaking should be avoided. 


3.   Place 50 μL of the sample (or one drop of control) on one section of the disposable 


slide. 


4.   Shake the reagent vial and add one drop of Latex Reagent next to the drop of 


sample. 



5.   Mix both drops with a stirrer covering the whole surface of the slide section. 


6.   Gently rotate the slide for 3 minutes manually or on a rotary shaker set at 80-100 


rpm. 


7.   Look for the presence or absence of agglutination after the aforementioned period 


of time.
SEMIQUANTITATIVE TECHNIQUE 

Allow the Latex Reagent to reach room temperature (20 to 30 C). Prepare the sample dilutions on 2 slides (see descriptive diagram): 

1.   Place 50 μL of normal saline on slide sections 2 through 6. 

2.   Using an automatic pipette, place 50 μL of the sample on slide sections 1 and 2. 

3.   Using the same pipette, take in and release the sample and the normal saline in section 2 
several times until they are well mixed. 

4.   Take 50 μL of the mixture made on section 2 and transfer it to section 3. 

5.   Repeat the aforementioned operations to obtain a thorough mixing of reagents, transferring 
50 μL from section 4 and so on, in succession, through section 6, thereafter discarding 
50 μL. 
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6.   Gently shake the Latex Reagent vial and place a drop on section 1 through 6 of the slides 
containing the different sample dilution. 
7.   Mix both drops using a stirrer covering the whole surface of the slide section. 
8.   Gently rotate the slide for 3 minutes manually or on a rotary shaker set at 80-100 rpm. 
9.   Look for the presence of agglutination after the aforementioned period of time.
This facility’s procedure for patient preparation is:___________________________  __________________________________________________________________

This facility’s procedure for sample labeling is:_______________________________ ____________________________________________________________________ 

CALCULATIONS:

There are no calculations associated with this procedure.

INTERPRETATION OF RESULTS:

QUALITATIVE TECHNIQUE
The presence of agglutination indicates a clinically significant concentration of infectious mononucleosis heterophile antibodies in the sample.

SEMIQUANTITATIVE TECHNIQUE
The approximate titer will correspond to the highest sample dilution that still presents a clearly visible agglutination (see diagram).

POSITIVE REACTIONS
3+ Large clumping with clear background.

2+ Moderate clumping with fluid slightly opaque in background.

1+ Small clumping with opaque fluid in background.

NEGATIVE REACTIONS
No visible clumping, uniform suspension.

In the event this test becomes inoperable, this facility’s course of action for patient samples is: ______________________________________________________________

_______________________________________________________________________
REPORTING OF RESULTS: 
QUALITATIVE TECHNIQUE
Positive for infectious mononucleosis heterophile antibodies:  Report test result as “Infectious mononucleosis heterophile antibodies detected.”
Negative for infectious mononucleosis heterophile antibodies:  Report test result as “Infectious mononucleosis heterophile antibodies absent or below the level of detection.”

SEMIQUANTITATIVE TECHNIQUE
       Titer Result:  Report test result as “Titer value for Infectious mononucleosis heterophile 
antibodies equals_______.
This facility’s procedure for patient result reporting is:________________________________________ __________________________________________________________________________________________________________________________________________________________________________        
EXPECTED VALUES:

Studies on the presence of infectious mononucleosis heterophile antibodies in normal donors show the incidence of the disease in from 0.9 to 1.7% of the population.  As the presence of antibodies indicates a relatively recent infection these results suggest that the true incidence of the disease is higher than the diagnosed cases.

LIMITATIONS OF THE PROCEDURE:
1.
As with all diagnostic assays, the results of the MONOSPOT Latex assay should be interpreted in light of the clinical symptoms shown by the patient.

2.
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.  Some patients may remain persistently negative, especially children and adolescents.  It has been reported that only 80 to 90% of adults and less than 50% of young children develop heterophile antibodies.

3.
Detectable levels of heterophile antibodies may persist for months, and more rarely for years, in some individuals.

4.
Although titers of heterophile antibodies have little relation with the severity of infection, the semiquantitative procedure can be used to follow the evolution of the disease.

PERFORMANCE CHARACTERISTICS:

Refer to Directional Insert – Meridian Bioscience MONOSPOT Latex
REFERENCES:
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