Why Test for C. difficile and Why Use a Molecular Test?

Clinical Validation

Left untreated, Clostridium difficile Infection (CDI) can vary in severity from mild diarrhea to

A study conducted at three sites yielded significant sensitivity improvement over cytotoxin culture.

potentially fatal pseudomebranous colitis, toxic megacolon, and sepsis and can increase cost for

Tissue Culture Cytotoxin

inpatient care by more than $7,000 an episode. For this reason, and the fact that the incidence
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and virulence of such infections is rising in hospitals across Europe, the prompt detection of the

AmpliVue C. difficile

disease has become vital in minimizing the spread of the bacteria and the associated healthcare
costs, while also helping to increase the effectiveness of patient care.
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**Of these forty-three (43) discordant specimens (AmpliVue Positive/Tissue Culture Cytotoxin Negative) reported, thirty-seven (37)
were positive for C. difficile by an FDA-cleared molecular device, and six (6) were negative.

Unfortunately, testing algorithms are still debated due to the varying sensitivities and technical

**Of these seven (7) discordant specimens (AmpliVue Negative/Tissue Culture Cytotoxin positive) reported, two (2) were positive
for C .difficile by an FDA-cleared molecular device, and five (5) were negative.

demands of the combination of methods
used. This includes labor intensive GDH +

A study evaluated the performance of AmpliVue compared to Cepheid® Xpert® on 151 pediatric

Toxin A+B EIA testing with sensitivity

stool samples. Performance characteristics of both were compared to discrepant analysis which was

reported as low as 56% in some cases.2

completed using Cell Cytotoxin Neutralization Assay (CCNA) and BD GeneOhm. Resolution was
determined based on agreement among three out of four results.
AmpliVue + CCNA + BD GeneOhm
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In contrast, nucleic acid amplification tests can be as much as twice as sensitive as EIA.3 In a fraction
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Seeing is believing...

of the time, AmpliVue closely correlates with enhanced toxigenic culture, the laborious gold
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standard for C. difficile.
Enhanced Toxigenic Culture
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This study was small with confidence intervals of 95%.
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AmpliVue will feature a
growing menu of tests, starting
AmpliVue C. difficile Assay – 16 Test Kit: Catalog #M201
95˚C Lysis Block: Catalog #M203
64˚C Amplification Block: Catalog #M207
AmpliVue Rack: Catalog #M208

For more information on AmpliVue C. difficile, visit our website, call your Quidel Account Manager at
858.552.1100 (outside the U.S.), or your local distributor.
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with AmpliVue C. difficile

Anytime, Anywhere Molecular Assays

C. difficile

Anytime, Anywhere Molecular Testing in the Palm of Your Hand

The HDA Technology . . . Unraveling the Mystery Behind AmpliVue

Seeing is Believing

AmpliVue delivers accurate molecular results that are easily visualized with a test and control line

Helicase Dependent Amplification (HDA) is an isothermal DNA amplification method that is similar

Similar line intensities are easily read in specimens containing low and

and sensitivity similar to conventional real-time PCR. This is accomplished in 90 minutes or less, with

to conventional PCR, but utilizes the action of a thermostable helicase enzyme, rather than heat to

high quantities of bacteria.

minimal hands-on time and without the need for expensive instrumentation.

separate the nucleic acids and enable labeled primers to anneal to the DNA template and elongate under
the action of the polymerase.

AmpliVue Detection: Right on Target

• Heat Lysis

This allows DNA replication to occur at a single uniform temperature (64˚C) with a simple heat block, rather

AmpliVue targets the regulatory region of the tcdA gene that is highly

• Helicase Dependent Amplification

than a series of varying time and temperature conditions utilized by expensive real-time thermocyclers.

conserved across the known A+B+ and A–B+ toxigenic types of C. difficile

With a simple three-part process including:

• Rapid Lateral Flow Detection
AmpliVue is truly an anytime, anywhere
molecular test.

Anytime. Anywhere.
Seeing a molecular result
that is simple, yet affordable,
really is believing.

The process supplies accurate molecular test results that you can see, achieved without the need for specialized
equipment or complex software for data interpretation.

so toxigenic strains are not missed due genetic variation, or mistakenly
detected if they are non-toxigenic. Other assays identify sequences on
only the tcdB gene which can be subject to sequence diversity.
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Step 1

A Simple, Fast Molecular Procedure

Biotinylated primers bind to target sequences in a highly

LoD of
AmpliVue

5X LoD of
AmpliVue

Biotin

conserved region of the tcdA gene that has been separated

Primer

Helicase

by the helicase while the polymerase extends the copy. This

Pre-filled Dilution Buffer and Lysis Buffer tubes aid in quick sample preparation, while a pair of heat

cycle repeats.

blocks enables lysis of the bacteria (95˚C) for 10 minutes and HDA (64˚C) for one hour. During
Step 2

detection, the strip is enclosed in a cassette to prevent contamination and ensure proper lateral

Polymerase

The FITC labeled DNA probes bind to the single-stranded
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biotinylated amplicons created in Step 1.

flow and results.
Probe
FITC

Step 3
The reaction tube is added to the cassette and biotinylated
amplicons bind to the streptavidin coated red latex beads on
the label pad and are later bound to the test line coated with
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anti-FITC antibodies.

Streptavidin Bead

Absorbent Pad

HDA allows for the sensitivity of a
molecular test combined with the
simplicity of a rapid test.

Test Line
(anti-FITC, DIG or DNP)

Nitrocellulose

Label Pad
(Streptavidin Beads)

Sample Pad

Sample Flow

Complex

C
T1
T2
Positive Result

Refer to full package insert for complete steps.

