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PRINCIPLE

The Sure-Vue RF reagent is a suspension of polysterene latex particles of uniform size coated with human gamma globulin. Latex particles allow visual observation of the antigen-antibody reaction. If rheumatoid factor is present in the serum, it reacts with the IgG-coated latex particles to form agglutination.

REAGENTS & MATERIALS
· Latex reagents 

· Positive control

· Negative control
· Automatic pipettes

· Automatic pipette tips

· Stirrer

· Timer

PRECAUTIONS

· The reagents contain sodium azide as a preservative. Azides may react with metal plumbing, forming explosive components. Upon disposal, flush abundantly with water.

· All human source material used in the preparation of the reagents has been tested by an FDA approved method for the presence of HIV ½ and HCV antibodies, as well as for HBsAg and found to be negative, but because no test method can offer complete assurance of the absence of infectious agents, the reagents should be handled carefully and must be treated as a potentially biohazardous material.

STORAGE & STABILITY

The reagents will remain stable through the expiration date, shown on the label if stored between 2 - 8 C. Do not freeze.

SPECIMEN COLLECTION & PREPARATION

Use fresh serum. It is not necessary to inactivate serum. Samples may be stored at 2-8 C for up to 8 days after collection. For longer periods, samples should be frozen.

PROCEDURE

1. Allow reagents to reach room temperature (20-30 C).

2. Label one circle (+) for positive control, (-) for negative control, and PT for patient if running only one patient. Otherwise, use patient initials to label circles.

3. Place 50 ul of the controls and samples on each respective circle.

4. Shake the reagent vial until suspension is uniform.

5. Add one drop of reagent next to the drop of sample/control.

6. Mix both drops in the circle using a stirrer to cover the whole surface of the circle.

7. Rotate slide manually slowly and gently for two minutes.

8. Examine immediately for agglutination and read results.
9. Enter results in the LIS.
RESULT INTERPRETATION

· POSITIVE – presence of agglutination indicates a content of rheumatoid factor in the serum equal to or greater than 10 IU/mL. Agglutination may vary from large clumping with clear background to small clumping with opaque fluid in background
· NEGATIVE – Absence of agglutination 
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QUALITY CONTROL

Positive and negative controls shall be run each day of patient testing.

QUALITY ASSURANCE

This analyte is enrolled with API proficiency testing program under RF.
LIMITATIONS

· Reading of the results after more than two minutes may give false positive results.

· The strength of agglutination is not necessarily indicative of relative rheumatoid factor concentration.

· Since increased levels of rheumatoid factor may accompany certain acute immune responses such as infectious mononucleosis and Sjogren’s syndrome and may also be found in a considerable percentage of elderly individuals, the interpretation of the clinical significance of a positive test result must be made with caution. Les commonly, a positive test may result in situations where chronic inflammatory disease is suspected, such as bacterial endocarditis, tuberculosis, leprosy, etc.

· Certain patients with rheumatoid arthritis may show negative results for rheumatoid factor.

REFERENCES

Sure-Vue Color Mono package insert

