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An enzyme immunoassay
for the detection of H. pylori
antigens in human stool

AN

Diagnose. Monitor. Confirm. For all phases of
H. pylori Patient Management

Premier® HpSA® Flex is a highly sensitive, non-invasive, active infection
test for H. pylori.

H. pylori causes 9 out of 10 ulcers and is one of six common infections that can lead to cancer, which
may be prevented with early detection."?

« The CDC estimates 1 out of every 3 patients is infected with H. pylori, one of the world's most
common bacterial infections.**

+ AGA and ACG guidelines recommend a test, treat, and retest approach to confirm the eradication of
H. pylori. Active infection tests such as 13C-urea breath tests or stool antigen tests are recommended

rather than serology (antibody).>*

+ Guidelines indicate that about 50% of patients with a positive H. pylori serology test do NOT have an active
infection.*

With education and awareness, H. pylori testing will dramatically increase. Is your lab ready?

« Premier® HpSA® Flex is an enzyme immunoassay with high-volume throughput approved for fresh
(unpreserved) and preserved stool specimens.

+ What impact would the ability to perform multiple tests from one specimen have on your laboratory's
efficiency, processing, and workflow?
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Follow Guideline Recommendations

+ Premier® HpSA® Flex aligns with the AGA
and ACG guidelines for H. pylori non-
invasive active infection testing.

« Guidelines recommend testing for H. pylori
prior to prescribing a proton pump inhibitor
following the "Test, Treat, Retest and
Confirm Eradication" protocol.®*

Follow National Health Plan Standards

« Both CMS and private health plans
nationwide have adopted the AGA and ACG
guidelines for active H. pylori infection
testing and are no longer reimbursing for
serology.

Premier® HpSA® Flex Features:

« ELISA technology lends itself to high-
volume throughput.

« Detachable microwells maximize
determinations per kit utilization.

« Can be read visually or on automated
systems.

- Approved for fresh unpreserved stool and
preserved stool specimens in Cary-Blair or
C&S.

« Flexible options for stool transport vials can
improve laboratory efficiencies, preserve
sample integrity, and streamline sample
processing.

Total Solutions, One Trusted Partner

Seamlessly integrate Para-Pak® stool transport
vials for a comprehensive solution to meet all your
testing needs.
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Para-Pak® Clean Vial Para-Pak® C&S
Cat #900312 Cat #900612

Product Specifications

An enzyme immunoassay (EIA) in vitro qualitative
procedure for the detection of Helicobacter pylori
antigens in human stool. Test results are intended
to aid in the diagnosis of H. pylori infection and to
monitor response during and post-therapy in patients.

Time to Result
60-90 minutes

Sample Type

Fresh stool (unpreserved)
Preserved stool (Cary-Blair or C&S)

Sample Storage

Fresh stool (unpreserved):
« Store at 2-8C for up to 72 hours
« Store frozen -20C to -80C until tested

Preserved stool (Cary-Blair or C&S):
» Store at 19-27C up to 120 hours
« Store at 2-8C up to 120 hours
« Stored frozen -20C to -80C up to 14 days

Kit Storage

Kit and all reagents should be stored at 2-8C

Performance
Diagnosis  Eradication

Unpreserved stool PPA 100% Sensitivty 94.7%
NPA 100% | Specificity 96.1%

Preserved stool PPA 100% | Sensitivity 94.7%
(Cary-Blair or C&S) | NPA 98.5% | Specificity 96.1%

CPT Code

Catalog Number
Premier® HpSA® Flex - 619096 87338
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Ready to get a handle on H. pylori testing?
Let's talk.

Contact a specialist at 1-888-763-6769.
meridianbioscience.com/contact-us
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