
Analysis shows Novartis drug TOBI® associated
with reduced mortality in cystic fibrosis patients
with common lung infection
Oct 21, 2010

- Review of data from more than 12,000 people in Cystic Fibrosis Foundation's Patient Registry shows
21% mortality reduction in patients treated with TOBI
- TOBI is a widely used inhaled antibiotic for treating P. aeruginosa, an infection which causes decline in
lung function and contributes to mortality in CF patients
- Reduction in mortality was especially apparent among patients who used TOBI every year as shown by
registry records

Baltimore, October 21, 2010 - A new analysis of data from more than 12,000 people with cystic fibrosis (CF)
and Pseudomonas aeruginosa (Pa) lung infection in the Cystic Fibrosis Foundation's Patient Registry shows
that use of TOBI® (Tobramycin Inhalation Solution, USP) was associated with a 21% reduction in mortality in
the following year. The results were presented today at the 24th Annual North American Cystic Fibrosis
Conference (NACFC) in Baltimore, Maryland, sponsored by the Cystic Fibrosis Foundation.

The data provide new insight into TOBI, a widely used inhaled antibiotic for the treatment of Pa in CF patients.
Most people with CF are likely to develop Pa infection in their lungs. In approximately 90% of cases, mortality
is linked to a progressive decline in lung function often made worse by chronic Pa infection.

"This is the first time we've observed that TOBI was associated with reduced mortality among patients with
cystic fibrosis who met the recommended criteria to use this treatment," said Gregory Sawicki, MD, MPH,
Associate Director of the Cystic Fibrosis Center at the Children's Hospital Boston, and Assistant Professor of
Pediatrics at Harvard Medical School. Dr Sawicki led the analysis and presented the findings at the NACFC
meeting.

The analysis of 12,740 US patients looked at whether they used TOBI in any given year, and assessed the
likelihood of mortality in the following year. After adjusting for CF disease severity and use of other CF
treatments in patients meeting recommended criteria, use of TOBI was associated with a 21% reduction in the
chance of mortality (p<0.001). This reduction was especially apparent among patients who used TOBI every
year compared to those who never used the treatment. The research was funded by Novartis Pharmaceuticals
Corporation.

"This TOBI analysis demonstrates the importance of the Cystic Fibrosis Foundation Patient Registry, which we
established more than 40 years ago to track progress, trends and areas for improvement in the treatment of
CF," said Robert J. Beall, PhD, President and CEO of the Cystic Fibrosis Foundation. "The registry offers
insights and the ability to analyze treatments in a real-life setting. We are pleased the registry can offer this
kind of important information to people with CF and their care providers."

The analysis included patients aged six years and older with FEV1 predicted of 25-75% and four or more Pa
cultures, who were identified from the Cystic Fibrosis Foundation's Patient Registry between 1996 and 2008.
Patients were followed from the first year after 1998 in which they met these criteria until death, or until
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continuous data were no longer available. Reported use of TOBI was obtained from annual questionnaires.

The results of the analysis were adjusted for demographics, comorbidities, reported use of other medications
(i.e. dornase alfa, high-dose ibuprofen and pancreatic enzyme), FEV1 % predicted, and use of medical
resources.

CF is a life-threatening genetic disease that affects the internal organs, especially the lungs and digestive
system, by clogging them with thick mucus making it hard to breathe and digest food. A total of 70,000
patients have been diagnosed with CF worldwide, of whom an estimated 30,000 are in the US.

Over the past few decades, significant advances have been made in the treatment and management of CF. In
the 1950s, few children with CF lived to attend elementary school. By 2008, the median lifespan for people
with this disease in the US was 37.4 years.

Pa is the most common bacterium contributing to CF mortality, with up to 80% of adults between the ages of
25 and 34 chronically infected with Pa in their lungs. On average, patients with CF and Pa experience a 2%
annual decline in lung function.

TOBI was first launched in 1997 and is now approved in 46 countries including the US and EU.

TOBI® (Tobramycin Inhalation Solution, USP) is a prescription inhaled medication for cystic fibrosis patients
whose lungs contain bacteria called Pseudomonas aeruginosa. TOBI has not been studied in patients under
six years of age, in those with a lung function outside of a certain range, or in those whose lungs contain
bacteria called Burkholderia cepacia.

IMPORTANT SAFETY INFORMATION
If patients are allergic to antibiotics in the same family as TOBI (i.e., aminoglycosides), they should not take
TOBI. They should tell their doctor before starting treatment if they have any history of hearing, kidney,
balance, or muscle problems.

Patients taking TOBI may have temporary side effects like coughing or difficulty breathing. Some people taking
TOBI experienced ringing in the ears, hearing loss, or changes in voice (hoarseness). Ringing in the ears may
be a warning sign for hearing loss. If patients have ringing in the ears, changes in hearing, or dizziness, they
should tell their doctor.

In studies, kidney damage was not seen in patients taking TOBI. However, antibiotics in the same family as
TOBI have been linked to kidney damage.

If patients are pregnant, plan to become pregnant, or if they are breast-feeding, they should talk with their
doctor before taking TOBI.

Some drugs may interact with TOBI. Patients should discuss all medications they are taking with your doctor.

Patients with cystic fibrosis can have many symptoms. Some of these may be related to their medications.
They should tell their doctor if they have new or worsening symptoms.

Patients are encouraged to report negative side effects of prescription drugs to the FDA. Visit
www.fda.gov/medwatch, or call 1-800-FDA-1088.

Please visit www.pharma.us.novartis.com/product/pi/pdf/tobi.pdf for TOBI full Prescribing Information.

For more information about cystic fibrosis, please visit www.cff.org.
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The foregoing release contains forward-looking statements that can be identified by terminology such as
"likely" or similar expressions, or by express or implied discussions regarding potential new indications or
labeling for TOBI or regarding potential future revenues from TOBI. You should not place undue reliance on
these statements.  Such forward-looking statements reflect the current views of management regarding future
events, and involve known and unknown risks, uncertainties and other factors that may cause actual results
with TOBI to be materially different from any future results, performance or achievements expressed or implied
by such statements. There can be no guarantee that TOBI will be submitted or approved for any additional
indications or labeling in any market. Nor can there be any guarantee that TOBI will achieve any particular
levels of revenue in the future. In particular, management's expectations regarding TOBI could be affected by,
among other things, unexpected clinical trial results, including unexpected new clinical data and unexpected
additional analysis of existing clinical data; unexpected regulatory actions or delays or government regulation
generally; the company's ability to obtain or maintain patent or other proprietary intellectual property protection;
competition in general; government, industry and general public pricing pressures; the impact that the
foregoing factors could have on the values attributed to the Novartis Group's assets and liabilities as recorded
in the Group's consolidated balance sheet, and other risks and factors referred to in Novartis AG's current
Form 20-F on file with the US Securities and Exchange Commission. Should one or more of these risks or
uncertainties materialize, or should underlying assumptions prove incorrect, actual results may vary materially
from those anticipated, believed, estimated or expected. Novartis is providing the information in this press
release as of this date and does not undertake any obligation to update any forward-looking statements
contained in this press release as a result of new information, future events or otherwise.

About Novartis
Novartis Pharmaceuticals Corporation researches, develops, manufactures and markets innovative
prescription drugs used to treat a number of diseases and conditions, including cardiovascular, dermatological,
central nervous system, bone disease, cancer, organ transplantation, psychiatry, infectious disease and
respiratory. The company's mission is to improve people's lives by pioneering novel healthcare solutions.
Located in East Hanover, New Jersey, Novartis Pharmaceuticals Corporation is an affiliate of Novartis AG,
which provides healthcare solutions that address the evolving needs of patients and societies.

# # #
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*FEV1, or forced expiratory volume in one second, is a common measure of lung function. 
Press Contact: Contact, 862 778 1518
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