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MEDIA RELEASE  •  COMMUNIQUE AUX MEDIAS  •  MEDIENMITTEILUNG 
 
Rasilez®* ASPIRE HIGHER clinical program expands to 35,000 patients 
in 14 trials, the largest cardio-renal outcomes program ever 
 

• Novartis to study organ protection potential of Rasilez beyond documented 
ability to provide powerful blood pressure reductions that last beyond 24 hours1,2 

 
• Three megatrials explore Rasilez benefits in difficult-to-treat patients with life-

threatening co-morbidities – heart failure, cardiovascular events in elderly and 
diabetic kidney disease  

 
• Data presented at “Hypertension 2008” congress highlight impressive efficacy 

of Rasilez in managing high blood pressure in elderly, the fastest growing patient 
demographic segment with climbing healthcare costs3,4,5 

 
Basel, June 17, 2008 — Novartis today announced details of two new long-term outcome 
studies in its landmark ASPIRE HIGHER clinical trial program which has expanded to 
involve more than 35,000 patients in 14 trials. The series of trials that comprise ASPIRE 
HIGHER now form the largest and most far-reaching cardio-renal outcomes program 
worldwide. 
 
The newly-launched studies will evaluate the organ protection potential of the first-in-class 
direct renin inhibitor Rasilez, known as Tekturna® in the US, for the treatment of heart 
failure and prevention of cardiovascular disease in the elderly, a patient segment that is 
predicted to more than double between 2000 and 20306. 
 
A third megatrial already under way is studying cardio-renal outcomes in diabetes.  
 
High blood pressure is a sign that many organs in the body could be under threat7. 
Rasilez/Tekturna works by directly inhibiting renin, an enzyme that triggers a process 
leading to high blood pressure and organ damage. By inhibiting renin at the point of 
activation, Rasilez/Tekturna provides effective blood pressure reductions and may also 
afford greater protection against complications such as organ damage8,9. 
 
One quarter of the world’s population, or approximately one billion people, are now 
affected by high blood pressure. This figure is projected to rise to 1.56 billion by 2025, a 
60% increase over the current figure10. In the US alone, the direct and indirect costs of high 
blood pressure in 2008 are estimated at USD 69.4 billion11. 
 
“Patients with hypertension, diabetes, kidney disease and heart failure continue to 
experience adverse clinical events despite current best treatment,” said Professor John 
McMurray of the British Heart Foundation Cardiovascular Research Centre, University of 
Glasgow, Scotland. “The ASPIRE HIGHER program of clinical trials aims to build upon 
exciting proof of concept studies with aliskiren to evaluate the role of this new agent in 
reducing morbidity and mortality in these very common and important disease states.” 
                                                 
* Rasilez® is the trade name for aliskiren throughout the world, except in the US where it is known 
as Tekturna®. 
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The new morbidity and mortality studies were announced at “Hypertension 2008”, the 
congress of the European Society of Hypertension and International Society of 
Hypertension in Berlin. New data presented at the congress also demonstrate the benefits 
of Rasilez/Tekturna in lowering blood pressure in difficult-to-treat patient groups3,4,5. 
 
The ASPIRE HIGHER clinical program includes three major outcome studies: 
• ALTITUDE will determine whether Rasilez/Tekturna, added to conventional therapy, 

delays heart and kidney complications in around 8,600 patients with type 2 diabetes 
at high risk for cardiovascular and renal events. The study began in late 2007 with 
completion anticipated by 2012. 

• ATMOSPHERE will evaluate the effects of Rasilez/Tekturna on cardiovascular 
morbidity and mortality in patients with acute and chronic congestive heart failure 
on top of standard therapy.  

• APOLLO will assess the effectiveness of Rasilez/Tekturna in preventing 
cardiovascular morbidity and mortality in elderly patients with or without high blood 
pressure and other risk factors. 

 
In addition to these megatrials, the ASPIRE HIGHER program includes a comprehensive 
range of short-to-medium term studies to assess the potential organ protection benefits of 
Rasilez/Tekturna across a broad range of cardio-renal conditions including heart failure, 
post-acute coronary syndromes, post-myocardial infarction, left ventricular hypertrophy, 
coronary artery disease and diabetic nephropathy. Other studies are designed to further 
confirm the powerful blood pressure lowering effect of Rasilez/Tekturna. 
 
“ASPIRE HIGHER represents a major commitment to investigating this innovative therapy 
that can help physicians and patients better manage high blood pressure and its damaging 
effects,” said Trevor Mundel, MD, Head of Global Development Functions at Novartis 
Pharma AG. “Data already reported from the program have shown the potential for 
Rasilez to protect organs such as the heart and kidneys. We look forward to the results of 
these additional long-term outcome studies that we hope will demonstrate the benefits of 
Rasilez independent of its powerful blood pressure reductions.” 
 
Findings from three studies in the ASPIRE HIGHER program have already been reported. 
The AVOID study, published recently in The New England Journal of Medicine, showed 
that Rasilez/Tekturna reduced albuminuria, a key indicator of kidney disease, in type 2 
diabetic patients with kidney disease and high blood pressure12.  
 
The ALOFT study showed that treatment with Rasilez/Tekturna reduced a marker of heart 
failure severity called BNP13. The ALLAY study demonstrated that Rasilez/Tekturna 
reduced left ventricular hypertrophy (LVH), a marker of cardiac damage associated with 
an increased risk of cardiovascular events14. In ALLAY, the combination of 
Rasilez/Tekturna and the angiotensin receptor blocker (ARB) losartan achieved a 
numerically greater reduction in LVH than losartan alone, but the result was not 
statistically significant14.  
 
New data presented at “Hypertension 2008” further demonstrate the blood pressure 
lowering benefits of Rasilez/Tekturna, particularly in difficult-to-treat patients3,4,5. 
 
A new post hoc analysis involving 1,124 patients showed that Rasilez/Tekturna 300 mg 
achieved significantly greater blood pressure control than hydrochlorothiazide (HCT) 
25 mg in elderly patients aged 65 years or older (67.3% vs. 52.0% respectively), and 
numerically greater blood pressure control in the very elderly aged 75 years or older 
(80.0% vs. 52.6% respectively)4. 
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New data from another post hoc analysis in a subset of 338 patients with diabetes and 
stage 2 high blood pressure demonstrated that Rasilez/Tekturna 300 mg, both alone and in 
combination with the angiotensin-converting enzyme (ACE) inhibitor ramipril 10 mg, 
produced superior systolic and diastolic blood pressure lowering to ramipril 10 mg alone. 
At week eight the reductions were 19.7/11.0 mmHg, 21.7/12.9 mmHg and 14.9/8.6 mmHg 
respectively5. Stage 2 high blood pressure is a more severe stage of the disease where 
patients have systolic blood pressure at or above 160 mmHg. 
 
Rasilez/Tekturna is approved in more than 45 countries. Tekturna was approved in the US 
in March 2007, and in the European Union in August 2007 under the trade name Rasilez. 
Tekturna HCT®, the first single-dose combination involving Tekturna, was approved in the 
US in January 2008. Rasilez/Tekturna was discovered by Novartis and developed in 
collaboration with Speedel.  
 
Novartis is focused on improving the lives of the hundreds of millions of people with 
cardiovascular and metabolic diseases. As a global leader in cardiovascular and metabolic 
health for nearly 50 years, Novartis provides innovative therapies and support programs to 
treat high blood pressure and diabetes – both major public health issues. 
 
The core of the Novartis portfolio is its cardiovascular medications for the treatment of 
high blood pressure and diabetes. These include the world's most-prescribed angiotensin 
receptor blocker, the first and only approved direct renin inhibitor, a single pill combining 
two leading high blood pressure medicines, and a novel DPP-4 inhibitor. Novartis is 
dedicated to helping physicians and patients improve cardiovascular and metabolic health 
through effective medicines, programs and an ongoing commitment to research. 
 
Disclaimer 
The foregoing release contains forward-looking statements that can be identified by 
terminology such as “potential”, “will”, “predicted”, “could be”, “may”, “aims to”, “to 
evaluate”, “anticipated”, “designed to”, “can”, “look forward to”, “hope”, or similar 
expressions, or by express or implied discussions regarding potential new indications or 
labelling for Rasilez or regarding potential future revenues from Rasilez. 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 Rasilez to be materially different from any future results, performance or 
achievements expressed or implied by such statements. There can be no guarantee that 
Rasilez will be approved for any additional indications or labelling in any market. Nor can 
there be any guarantee that Rasilez will achieve any particular levels of revenue in the 
future. In particular, management’s expectations regarding Rasilez 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; competition in general; the 
company’s ability to obtain or maintain patent or other proprietary intellectual property 
protection; government, industry and general public pricing pressures, 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. 
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About Novartis 
Novartis AG provides healthcare solutions that address the evolving needs of patients and 
societies. Focused solely on growth areas in healthcare, Novartis offers a diversified 
portfolio to best meet these needs: innovative medicines, cost-saving generic 
pharmaceuticals, preventive vaccines and diagnostic tools, and consumer health products. 
Novartis is the only company with leading positions in these areas. In 2007, the Group’s 
continuing operations (excluding divestments in 2007) achieved net sales of USD 38.1 
billion and net income of USD 6.5 billion. Approximately USD 6.4 billion was invested in 
R&D activities throughout the Group. Headquartered in Basel, Switzerland, Novartis 
Group companies employ approximately 98,000 full-time associates and operate in over 
140 countries around the world. For more information, please visit 
http://www.novartis.com. 
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