THE MOST RELIABLE TEST IS ALSO THE EASIEST TO USE

DIABACT® UBT
FOR THE DIAGNOSIS
OF HELICOBACTER
PYLORI INFECTION






Imagine being able to perform a simple test for the stomach ulcer

bacterium Helicobacter pylori in minutes — with no discomfort or

invasive tubes for the patient and no risk of radioactivity. This was

the vision of two Swedish pharmaceutical experts when they joined

forces with a physician. They realized that by combining their abilities

they could refine the accuracy, convenience and reliability of existing

urea breath tests. The result was Diabact® UBT, a breakthrough in

the diagnosis of Helicobacter pylori infection.
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SIMPLE AND NON-INVASIVE. A PRECISE SAMPLE IN MINUTES. NON-RADIOACTIVE

TWO NOBEL PRIZE WINNERS REDEFINED A DISEASE TO OPEN NEW DOORS FOR DIAGNOSIS AND TREATMENT

SIMPLY BREATHE, SWALLOW, BREATHE. THE EASIEST TEST IMAGINABLE

HOW DIABACT® UBT WORKS IN THE PATIENT

NO INVASIVE GASTROSCOPES OR HARD-TO-HANDLE LIQUIDS, JUST A SIMPLE TABLET
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Simple and non-invasive.
A precise sample in minutes.

Non-radioactive.

Breath testing for Helicobacter pylori is a non-invasive
diagnostic technology with enormous potential. Recent
estimates indicate that 50% of the world’s population
is infected with this bacterium and it is now recognized
that much suffering and even death related to gastric
ulcers can be easily prevented.

The solid dosage system of Diabact® UBT (Urea Breath
Test) is designed to address growing clinical demand for
a cost-effective way to diagnose Helicobacter pylori
infection.

Only Diabact® UBT offers all these advantages:

*  CONVENIENCE
Easy to handle, easy to swallow and highly stable in
storage

*  COMFORT
No invasive gastroscopic tubing

*  SAFETY
Uses the naturally occurring, stable non-radioactive
isotope *C

*  SPEED

Samples are ready for analysis in only 10 minutes

*  RELIABILITY
99% sensitivity, 100% specificity 4



Two Nobel Prize
winners redefined

a disease to open new
doors for diagnosis
and treatment



OVERTURNING MISCONCEPTIONS

For generations, the medical community accepted the
conventional wisdom that gastric ulcers were strongly
coupled to personality traits, lifestyle and stress. These
impressions were firmly ingrained in spite of the fact that
Helicobacter pylori is a highly common bacteria.

TRUE CAUSALITY

Yet it wasn’t until 19883 that Helicobacter pylori’s signifi-
cance as a causal agent for gastro-duodenal ulcers was
recognized by Barry Marshall and Robin Warren. During
the ensuing 20 years, these two pioneers managed to
convince the medical community of the pathological
implications of Helicobactor pylori and that such an
infection can be cured in just a few weeks by a treatment
of antibiotics. In 2005, the two men were awarded the
Nobel Prize in medicine for their accomplishment.

NEW DIAGNOSTIC NEEDS

Today it is widely accepted that Helicobacter pylori
infection is responsible for the pathogenesis of gastro-
duodenal ulcer disease and possibly gastric cancer and
non-ulcer dyspepsia.” Consequently, there is a global
need for a simple and accurate diagnostic test for this
infection.






Simply breathe,
swallow, breathe

The easiest test
imaginable

Diabact® UBT is easy for both patients and healthcare
providers. No special equipment, training or experience
is required.The package contains everything needed to
quickly capture a dependable sample and send it to the
laboratory for analysis.

THE SAMPLING PROCESS HAS THREE SIMPLE STEPS:

1) Using the plastic straw the patient exhales into the
two blue-capped sample tubes.

2) The Diabact® UBT tablet is swallowed.

3) After a 10-minute wait, the patient exhales into the
two red-capped sample tubes.

Once the sampling process is complete the control- and
active-sample vials are packed back into the original
carton, which also functions as a mailer for delivery to
a designated laboratory for processing. For hospitals
and clinics with their own laboratories and sampling
equipment, Diabact® UBT is available in packages of 10
individually sealed tablets.



How Diabact®° UBT

works in the patient

A

to administering the 50 mg Diabact® UBT tablet.

is dissolved.

C

enzyme urease, produced by Helicobacter pylori.

D)

stomach.

E

and subsequently voided.

On an empty stomach, a breath sample is taken prior

When the tablet containing the non-radioactive '*C
isotope-labeled urea is swallowed, it disintegrates
almost immediately in the stomach and the '*C urea

In the presence of Helicobacter pylori, the '*C-urea is
metabolized into carbon dioxide and ammonia by the

The available '*C isotopes, now in the form of *CO,,
diffuse into the blood to be transported to the lungs,
where it is exhaled in the breath to be captured during
sampling. An increased ratio of ®C offers conclusive
proof that the patient has Helicobacter pylori in the

In the absence of Helicobacter pylori, the adminis-
trated urea is absorbed in the gastrointestinal tract

READING POSITIVE OR NEGATIVE IN THE LAB
The ratio of ®CO, in the breath samples is determined by
a validated method, and stated as an absolute difference
(excess) in the value between a pre-urea breath sample
and a 10-minute post-urea breath sample. The cut-off
point for discrimination between Helicobacter pylori
positive and negative patients is 1.5 ppm.









ENDOSCOPIC SEROLOGY LIQUID UBTS

PATIENT COMFORT AND
CONVENIENCE

DIABACT® UBT

TIME

PREPARATION

COST

SENSITIVITY AND
SPECIFICITY

Comparing the benefits: Diabact® UBT is in a class by itself for the diagnosis of Helicobacter pylori infection.

THE BENCHMARK FOR RELIABILITY
Urea breath testing (UBT) is currently considered to be
the most important non-invasive test for Helicobacter
pylori infection.? Its high reliability has made it the bench-
mark for initial testing as well as confirming eradication.

Despite this level of acceptance, however, other UBTs in
liquid form have a number of disadvantages, compared
to Diabact’s solid-tablet formulation.

A CLINICAL EVALUATION

Diabact® UBT’s solid dosage system has been compared
with various liquid *C UBTs. The fundamental conclu-
sions from the clinical trials were:

*  Diabact® UBT'’s solid dosage minimizes false
positive results in early breath samples by
eliminating urea hydrolysis in the mouth and
on the way to the stomach.

= The solid dosage form eliminates the need for a
pre-test meal.

*  Short time to sampling — only 10 minutes after
tablet intake.

*  Enhanced discrimination between positive and
negative results.

*  Acid supplementation in the tablet reduces risk of
false-negative results.

= Sensitivity and specificity were 99% and 100% at
the 10-minute breath sampling.

In conclusion, in comparison with liquid-based urea
breath tests, Diabact® UBT is more accurate, rapid
and simple. This user-friendly diagnostic preparation,
together with available techniques for breath-sample
analysis, may herald a more widespread use of the UBT
both inside and outside the hospital setting.*
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About Kibion

Founded in 2005, Kibion AB markets and distributes
Diabact® UBT, worldwide. The Diabact® UBT concept is
protected by patents and trademarks. Kibion pursues an
active intellectual property protection program to ensure
that its current and future projects receive maximum
protection in key national jurisdictions.

A wholly owned subsidiary of the pharmaceutical com-
pany specialist company Orexo AB, Kibion is based in
Uppsala, Sweden.
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Kkibion

For further information, please contact:
Kibion AB

P.O. Box 303

SE-751 05

Uppsala, Sweden

www.kibion.com

e-mail: info@kibion.com
Phone: +46 18 780 88 00

Wikstréoms, Uppsala 1080569
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