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New Phase Il data show ACZ885 gave better pain relief and flare
prevention for patients with chronic gout than an injectable
corticosteroid

e ACZ885 provided pain relief and reduced risk of flares by 94% versus an injectable
corticosteroid in hard-to-treat patients unable to use common gout medicines®

e Gout is one of the most painful forms of arthritis involving acute attacks of
inflammation that can damage joints and bone??

e ACZ885 blocks action of inflammatory protein interleukin-1 beta which plays key
role in causing painful gout flares***°

Basel, October 20, 2009 — New Phase Il results show that the novel biological therapy
ACZ885 (canakinumab) is significantly more effective than an injectable corticosteroid at
reducing pain and preventing recurrent attacks or ‘flares’ in patients with hard-to-treat
gout, one of the most painful forms of arthritis®.

The study met its primary endpoint by showing that during acute gout flares, ACZ885
reduced pain faster and more effectively than the injectable corticosteroid triamcinolone
acetonide’, a potent steroid with sustained effect used to treat severe inflammatory
conditions (p<0.05)".

At the end of the eight-week study, the risk of flare recurrence was 94% less for patients
on ACZ885 than on the steroid (p=0.006)'. The results were presented today at the
American College of Rheumatology (ACR) Annual Scientific Meeting in Philadelphia,
USA.

“If not appropriately treated, gout can be a devastating condition. Current therapies can
have limited efficacy and tolerability, and may be unsuitable for some patients®®,” said
Professor Alexander So, MD, Department of Rheumatology at the University of
Lausanne, Switzerland. “These results are important as they indicate that canakinumab
may provide significant benefit in both the prevention and treatment of painful acute

flares in these hard-to-treat patients.”

ACz885 is a fully human monoclonal antibody which blocks the action of the
inflammatory protein interleukin-1 beta (IL-1 beta). It has already been approved under
the brand name llaris® in a number of countries for treating cryopyrin-associated periodic
syndrome (CAPS), a rare life-long auto-inflammatory disease with debilitating symptoms
and few treatment options.

Studies with ACZ885 are ongoing in other diseases in which IL-1 beta plays an important
role, such as chronic obstructive pulmonary disease (COPD), type 2 diabetes and
systemic juvenile idiopathic arthritis (SJIA). Not all potential patients with these diseases
would be eligible for treatment with ACZ885, if approved.
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Gout, also known as gouty arthritis, affects more than 1% of adults in Western
countries'®*. It is more common in older people, with around 10% of men and 6% of
women over 70 years old suffering from the disease®'**3. Approximately one in 10
patients have poorly controlled gout resulting in more frequent flares*. They are
regarded as being ‘hard-to-treat’ as they are often intolerant or unresponsive to standard
medications such as colchicine or non-steroidal anti-inflammatory drugs (NSAIDs)™.
Corticosteroids have traditionally been given to these patients as a last resort to treat
acute pain, but they may have significant side effects”*®.

Gout is caused by the accumulation of uric acid crystals leading to severe inflammation
in the joints and surrounding tissue®®. Recent advances in the understanding of the
disease have shown that uric acid crystals activate production of IL-1 beta, which is
responsible for the inflammatory symptoms experienced by gout patients®. ACZ885
provides a potent and selective blockade of IL-1 beta for a sustained period, neutralizing
it and reducing inflammation**"*2,

“The devastating impact of chronic gout is often underestimated by both healthcare
professionals and the general public, and there is a real unmet need among patients,”
said Trevor Mundel, MD, Head of Global Development at Novartis Pharma AG. “The
latest data are encouraging for patients with hard-to-treat gout in whom the disease is not
effectively managed, resulting in chronic pain. These findings also reinforce the potential
of ACZ885 in a number of inflammatory diseases where IL-1 beta plays a key role.”

The results presented at ACR were from a randomized, single-blind, double-dummy
Phase Il study involving 200 patients aged 18-80 years old with chronic gout, designed to
assess the efficacy and optimum dose of ACZ885 in patients for whom current
treatments (colchicine and/or NSAIDs) are ineffective or contraindicated®.

The study showed that patients given ACZ885 150 mg experienced faster and more
effective pain relief than those given the corticosteroid triamcinolone acetonide from 24
hours up to seven days'. ACZ885 was given by subcutaneous injection, i.e. under the
skin, whereas the steroid was given by intramuscular injection, i.e. into the muscle.

No pattern of adverse events was seen in any of the treatment groups and the incidence
of adverse events was similar for both medicines®. Serious adverse events occurred in
two patients receiving ACZ885 and one receiving triamcinolone acetonide. Investigators
reported that these events were not related to the study drug’. There were no
discontinuations due to adverse events®.

llaris has been launched in the US and Switzerland, and received a positive opinion
recommending approval in the EU in July 2009 to treat adults and children over four
years old with CAPS. In the US, llaris is approved to treat adults and children four years
of age and older with CAPS, including Familial Cold Autoinflammatory Syndrome (FCAS)
and Muckle-Wells Syndrome (MWS). Reviews are ongoing in other countries including
priority review in Australia, Brazil and Canada. llaris has been designated as an orphan
drug for treating SJIA in the US, EU and Switzerland, and has fast-track status for SJIA
in the US.

Disclaimer

The foregoing release contains forward-looking statements that can be identified by
terminology such as “can”, “may,” “potential,” “priority review,” “fast-track status,” or
similar expressions, or by express or implied discussions regarding potential additional
indications for llaris, or regarding potential future revenues from llaris. You should not
place undue reliance on these statements. Such forward-looking statements reflect the
current views of the Company regarding future events, and involve known and unknown
risks, uncertainties and other factors that may cause actual results with llaris to be
materially different from any future results, performance or achievements expressed or
implied by such statements. There can be no guarantee that llaris will be approved for



any additional indication. Nor can there be any guarantee that llaris will achieve any
levels of revenue in the future. In particular, management’s expectations regarding llaris
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
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 provides healthcare solutions that address the evolving needs of patients and
societies. Focused solely on healthcare, Novartis offers a diversified portfolio to best meet
these needs: innovative medicines, cost-saving generic pharmaceuticals, preventive
vaccines, diagnostic tools and consumer health products. Novartis is the only company
with leading positions in these areas. In 2008, the Group’s continuing operations achieved
net sales of USD 41.5 billion and net income of USD 8.2 billion. Approximately USD 7.2
billion was invested in R&D activities throughout the Group. Headquartered in Basel,
Switzerland, Novartis Group companies employ approximately 99,000 full-time-equivalent
associates and operate in more than 140 countries around the world. For more information,
please visit http://www.novartis.com.
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