E. histolytica
Enteric (Stool Antigen) ELISA
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Parasitic Diseases: Determination of
E. histolytica antigen

Simple

Microwell Enzyme-based assay (ELISA)
Rapid turnaround

Room temperature incubation

Convenient
Ready to use reagents
Controls provided

ORDERING

Catalog No. Description

7060 Campylobacter

7063 Cryptosporidium

7066 E. coli 0157

7069 Giardia

7072 Verotoxin B’OMER’CA ,
7075 C. difficile Toxins A&B

7078 E. histolytica C€ and EN ISO 13485 compliant
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INTENDED USE

The Biomerica E. histolytica ELISA is intended for the qualitative detection of E. histolytica specific antigen in fecal specimens.
This assay is intended for in vitro diagnostic use only.

BACKGROUND

Entamoeba histolytica is an anaerobic parasitic protozoan, part of the genus Entamoeba. E. histolytica and E. dispar are virtually
indistinguishable species which are thought to infect up to 500 million people worldwide.23 However, E. dispar, which is nonpathogenic,
represents approximately 90% of those infected.* Thus, E. histolytica, the pathogenic species, infects approximately 50 million people
worldwide.

Clinical symptoms in people infected with E. histolytica range from non-specific symptoms of gastrointestinal disease to dysentery, colitis, and
amebiasis. Symptoms of amebiasis include cramp-like abdominal pains, nausea, and severe diarrhea — often bloody. Approximately 10% of
cases of acute amebic dysentery result in extra-intestinal complications, such as hepatic abscesses, pulmonary abscesses, or even cerebral
abscesses.® If these more serious complications are not treated, death is often the result, and deaths attributed to E. histolytica infection are
estimated to be approximately 80,000 per year worldwide.?

E. histolytica exists either as a trophozoite (active) stage which exists only in the host and in fresh, lose feces, or as cysts, which are very stable
outside of the host in water, soils, and on moist foods. Thus, transmission occurs through the ingestion of contaminated water or foods. E.
histolytica can also be transmitted through anal-oral sex. Research has shown that HIV-infected gay men are at greater risk of infection than
the heterosexual population.

Diagnosis of amebiasis has been done through a variety of non-invasive techniques, the most common of which has been microscopic
examination of fecal specimens. However, this requires an experienced technician, and very often, multiple stool specimens. Various studies
have shown that correct diagnosis by microscopy is only achieved 50-76% of the time.®” More sensitive and specific procedures, such as
ELISA, have been developed which eliminate the subjective evaluation associated with microbiology.&*

PERFORMANCE

A total of 83 stools were tested against a Reference ELISA. The following results were obtained:

Reference ELISA

Positive Negative | Total
Biomerica Posmye 26 0 26
E. hystolytica Negative 0 57 57
ELISA Total 26 57 83

Accuracy: 100%
Sensitivity: 100%
Specificity: 100%

ORDERING

Catalog No.  Description
7078 E. histolytica ELISA kit - Qualitative (96 tests)

C € and EN ISO 13485:2003 Compliant, Multi-language inserts available
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