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MEDIA   RELEASE      COMMUNIQUE AUX MEDIAS      MEDIENMITTEILUNG  

New evidence reinforces efficacy and tolerability of Galvus® as a new once-daily 
oral treatment option for patients with type 2 diabetes   

 

New clinical data demonstrate improved blood glucose control with excellent safety 
profile in elderly patients with type 2 diabetes   

 

Pooled results confirm efficacy of once-daily dosing with Galvus monotherapy  

 

Galvus improves islet cell dysfunction, one of the core defects that contributes to the 
progression of type 2 diabetes  

Basel, December 6, 2006 

 

New data show that Galvus® (vildagliptin), an investigational once-daily 
oral medicine for patients with type 2 diabetes, significantly reduced blood sugar levels in people 
age 65 and older 

 

a growing group of patients with this progressive disease who can be difficult to 
treat with existing oral therapies1.  

Pooled analyses from a number of Phase III studies showed significant improvements in blood sugar 
control among patients in this age group when treated with Galvus without the increased risk of side 
effects that often limits more aggressive treatment in these patients1.  

The findings were included among the 12 Galvus abstracts featured at this week s 19th World 
Diabetes Congress of the International Diabetes Federation (IDF) in Cape Town, South Africa.  

The efficacy of once-daily dosing for Galvus monotherapy was also highlighted at the congress. 
Data from a number of Phase III monotherapy trials lasting from 12 to 52 weeks in patients taking 
100 mg of Galvus daily showed overall blood sugar reductions of 1% in A1C (an average blood 
sugar measure over two to three months) and up to 1.8% in those with the highest baseline blood 
sugar levels2.  

Other new results presented at the congress demonstrated how Galvus improved overall islet cell 
function, with a decline in islet cell function being one of the core factors contributing to the 
progression of type 2 diabetes. Galvus works by suppressing excessive glucagon secretion by the 
alpha cells3 and stimulating insulin secretion by the beta cells4. Both of these effects contribute to the 
glucose lowering efficacy of Galvus.  

These data confirm Galvus effectively reduces blood sugar levels and has a positive effect on 
pancreatic islet cell function,

 

said Vivian Fonseca, MD, Professor of Medicine and Chief of 
Endocrinology and Metabolism at Tulane University Health Sciences Center in New Orleans, 
Louisiana.   

Clinical trials show that Galvus may help a broad range of patients reach treatment goals, even 
older patients who are often difficult to treat. The data also show the potential of Galvus to modify 
the natural course of type 2 diabetes,  Dr. Fonseca said.   

More on the Galvus studies at IDF 
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Researchers who reviewed data from two Phase III trials involving more than 500 patients with type 
2 diabetes found that the study data reflected Galvus potential as an effective monotherapy in 
patients aged 65 and older. Treatment with Galvus resulted in similar reductions in A1C among 
patients aged above and below 65, with drops of up to 1.1%1.  

A separate analysis of 2,000 patients of all ages with type 2 diabetes across eight monotherapy trials 
indicated that Galvus is extremely well tolerated in patients  aged 65 and above, with a very low 
incidence of hypoglycemia or low blood sugar 

 
a particular concern in older patients with type 2 

diabetes1.  

More than 25% of all patients over age 60 are estimated to have type 2 diabetes5, but the condition is 
often undiagnosed and treatment options in older patients remain inadequate6.  

Pooled data from four trials in a broader type 2 diabetes population (about 40 to 65 years old) 
confirmed previous findings that there was no overall weight gain in those using once-daily Galvus 
monotherapy7. This is a key benefit for many patients with type 2 diabetes who often struggle to 
keep their weight under control.  

The clinical profile of Galvus has been well established by our deep and robust clinical trial 
program, said James Shannon, MD, Global Head of Development at Novartis Pharma AG. As the 
most widely studied DPP-4 inhibitor to date, we have demonstrated that Galvus can be an effective 
treatment for a broad range of patients with type 2 diabetes 

 

including those who have unique 
treatment challenges and needs 

 

without the overall weight gain and many side effects associated 
with other treatments.

  

About diabetes 
Type 2 (also known as adult-onset) diabetes is a progressive disease where control of blood glucose 
deteriorates over time. The two contributing factors are dysfunction of the islet cells of the pancreas 
and resistance by the body s cells to circulating insulin. Two important cells in the pancreas are the 
alpha cells, which secrete a hormone called glucagon, and the beta cells which secrete insulin.  

In a healthy individual these two hormones work together to maintain normal blood glucose levels. 
In patients with type 2 diabetes, there is too much glucagon stimulating blood glucose production, 
and too little insulin promoting its uptake by the body. Furthermore, islet function deteriorates over 
time and is one of the key drivers for the progression of type 2 diabetes.  

Even among patients receiving diabetes care, controlling blood sugar levels is still difficult. More 
than half of patients with type 2 diabetes currently taking medicines are still not reaching their blood 
sugar goals, according to the National Health and Nutrition Examination Survey (NHANES)8.  

If type 2 diabetes is left untreated or not under control, it can lead to heart and kidney disease, 
blindness, and vascular or neurological problems. In most developed nations, diabetes is the fourth 
leading cause of death. Recently published statistics from the International Diabetes Federation's 
Diabetes Atlas show that diabetes now affects 246 million people worldwide. The new data predict 
that the total number of people living with diabetes will increase to 380 million within twenty years9.  

About Galvus 
Galvus works through a novel mechanism of action by targeting the pancreatic islet dysfunction that 
causes high blood sugar levels in patients with type 2 diabetes. Specifically, islet dysfunction can 
lead to excess sugar production (via glucagon from the alpha cells) and reduced insulin production 
(from the beta cells).  

In clinical studies, Galvus has demonstrated significant reductions in blood sugar sustained at two 
years. Galvus is suitable for once-daily dosing and has been evaluated both as monotherapy and in 
combination with other anti-diabetes agents. Galvus also improved the ability of the pancreatic alpha 
and beta cells to appropriately sense and respond to sugar in the blood.  
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The overall incidence of side effects with Galvus, including hypoglycemia (excessively low blood 
sugar) and edema (fluid retention), was similar to placebo in monotherapy trials. The most common 
side effects seen in the Galvus clinical program were cold/flu-like symptoms, headaches and 
dizziness.   

A US regulatory decision is expected in the first half of 2007 for Galvus as a once-daily oral 
treatment for patients with type 2 diabetes. The US Food and Drug Administration (FDA) extended 
the review period for Galvus by three months from November 2006 after recently available clinical 
data were submitted to support the proposed dosing and indications as well as complement earlier 
data on the risk/benefit profile. The additional data being submitted add around 1,000 patient-years 
of treatment experience with Galvus and include results from short- and long-term studies for 
periods of up to two years, both as a monotherapy and in combination with other anti-diabetes 
medicines. The European marketing application for Galvus was filed in August 2006.  

Disclaimer 
The foregoing press release contains forward-looking statements that can be identified by the use of 
forward-looking terminology such as may , potential , estimated , can , predict , will , or by 
express or implied discussions regarding potential future regulatory approvals or future sales of 
Galvus. Such forward-looking statements involve known and unknown risks, uncertainties and other 
factors that may cause actual results to be materially different from any future results, performance 
or achievements expressed or implied by such statements. There can be no guarantee that Galvus 
will be brought to market in the US or any other countries, or will reach any particular level of sales. 
In particular, management s expectations regarding Galvus could be affected by, among other 
things, unexpected regulatory actions or delays, or government regulation generally; unexpected 
clinical trial results, including additional analysis of clinical data, or new clinical data; competition 
in general; government, industry, and general public pricing pressures; Novartis' ability to obtain or 
maintain patent or other proprietary intellectual property protection; as well as the additional factors 
discussed in Novartis AG s Form 20-F filed 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 described herein as anticipated, 
believed, estimated or expected. Novartis is providing this information as of this date and does not 
undertake any obligation to update any forward-looking statements contained in this document as a 
result of new information, future events or otherwise.  

About Novartis  
Novartis AG (NYSE: NVS) is a world leader in offering medicines to protect health, treat disease 
and improve well-being. Our goal is to discover, develop and successfully market innovative 
products to treat patients, ease suffering and enhance the quality of life. Novartis is the only 
company with leadership positions in both patented and generic pharmaceuticals. We are 
strengthening our medicine-based portfolio, which is focused on strategic growth platforms in 
innovation-driven pharmaceuticals, high-quality and low-cost generics, human vaccines and leading 
self-medication OTC brands. In 2005, the Group s businesses achieved net sales of USD 32.2 billion 
and net income of USD 6.1 billion. Approximately USD 4.8 billion was invested in R&D. 
Headquartered in Basel, Switzerland; Novartis Group companies employ approximately 99,000 
people and operate in over 140 countries around the world. For more information, please visit 
http://www.novartis.com.  
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