
  
 
 
 
 
 
 
 
 

Novartis International AG 
Novartis Global Communications 
CH-4002 Basel 
Switzerland 
http://www.novartis.com 
 
 
 
 
 

 

  1/4 
 
. 
 

 

 
MEDIA   RELEASE   •   COMMUNIQUE AUX MEDIAS   •   MEDIENMITTEILUNG 

 

Prexige® cleared for approval in the European Union as a new treatment option 
for patients suffering from osteoarthritic pain 
 

• Prexige offers patients effective osteoarthritic pain relief with significantly fewer serious 
gastrointestinal problems than NSAIDs1  

 
• Prexige the best-studied NSAID – pre-launch trial data from 34,000 patients offer 

largest-ever body of evidence to support the launch of an anti-inflammatory agent 
 

• Novartis committed to supporting healthcare professionals with appropriate guidance 
for patient selection and product use 

 
Basel, November 7, 2006 – Novartis announced today that Prexige® (lumiracoxib), an oral selective 
COX-2 inhibitor anti-inflammatory drug, has been cleared for approval in the European Union as a 
new treatment option for patients suffering from osteoarthritis. This is the most common form of 
arthritis and a leading cause of chronic pain2. 
 
Prexige has successfully completed the Mutual Recognition Procedure (MRP) in the European 
Union, and all 26 EU member states have agreed to issue national approval. Initial approval for 
Prexige was granted in the United Kingdom, where it has been available since December 2005.  
 
In addition to the EU, Prexige is already approved in more than 25 countries, including the approval 
also today in Canada. It is expected to become available in European countries during 2007 and 
2008. Novartis plans to resubmit Prexige for US approval in 2007. 
 
Prexige will be available in 100 mg tablets (once daily dosing) and indicated for the symptomatic 
relief in the treatment of knee and hip osteoarthritis. The decision was based on data from clinical 
trials involving 34,000 patients – the largest-ever body of evidence supporting the launch of an anti-
inflammatory agent. 
 
Prexige differs from other selective COX-2 inhibitors by targeting the site of pain, rapidly clearing 
from the blood and being quickly absorbed in the inflamed joint3. Prexige offers similar pain relief to 
the commonly used osteoarthritis medication celecoxib4,5,6 ,7. However it has demonstrated a superior 
gastrointestinal safety profile to traditional non-steroidal anti-inflammatory drugs (NSAIDs)1. 
 
“Many patients cannot tolerate the gastrointestinal side effects associated with NSAID pain 
treatments. In addition, not all osteoarthritis patients respond to currently available pain 
medications,” said Dr. Gerd Burmester, Professor of Medicine at the Humboldt University in Berlin, 
Germany, and one of the leading investigators of the TARGET study. “Lumiracoxib has been 
extensively studied for both efficacy and safety and has the potential to provide a valuable new 
treatment option for physicians.” 
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Gastrointestinal safety concerns for patients using NSAIDs are much more serious than an upset 
stomach or heartburn. Up to 16,500 people in the US8 and 2,500 in the UK9 die each year as a result 
of severe bleeding ulcers in the stomach and intestine, which usually occur without warning10. 
 
The TARGET study, the largest published one-year study of gastrointestinal safety outcomes in 
osteoarthritis patients to date (n=18,325), has demonstrated that Prexige significantly reduced the 
incidence of serious upper GI complications by 79% compared with the NSAIDs ibuprofen and 
naproxen in patients not taking aspirin1. In further sub-analyses, Prexige reduced the risk of ulcer 
complications within the first month of use11 and offered significant benefit compared to naproxen in 
older patients at greater gastrointestinal risk12. 
 
Furthermore, compared to NSAIDs, Prexige demonstrated a similar cardiovascular safety profile and 
a significantly smaller effect on blood pressure13,14.  
 
“Novartis has worked closely with the health authorities to ensure a full review of all Prexige 
efficacy and safety data, especially the cardiovascular data, to confirm the benefit for patients,” said 
James Shannon, MD, Global Head of Development for Novartis Pharma AG. “We are delighted that 
Prexige will soon be available to patients in Europe, and we are committed to providing physicians 
with the information they need to appropriately prescribe and select patients for Prexige.” 
 
Health authorities, including the European Medicines Agency and the US Food and Drug 
Administration (FDA), have concluded that the benefit/risk ratio for NSAIDs and selective COX-2 
inhibitors remains positive when used in their target patient populations. Both Novartis and the 
health authorities agree that anti-inflammatory treatments should be used at the lowest possible dose 
for the shortest possible duration. 
 
Disclaimer 
The foregoing press release contains forward-looking statements that can be identified by the use of 
forward-looking terminology such as “has the potential”, “will soon be”, “is expected to”, “plans 
to”, or similar expressions, or by express or implied discussions regarding potential future regulatory 
filings, approvals or future sales of Prexige (lumiracoxib). 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 any current or future regulatory filings will satisfy 
the FDA’s and other health authorities’ requirements regarding Prexige, that Prexige will be 
approved by the FDA or by any additional country’s health authorities for any indication, or that 
Prexige will be brought to market in the US or any other country, or will reach any particular level 
of sales. In particular, management's expectations regarding Prexige could be affected by, among 
other things, regulatory actions or delays or government regulation generally; the public debate and 
regulatory activity regarding COX-2 inhibitors like Prexige; uncertainties relating to clinical trials 
and product development; and competition in general; as well as factors discussed in the 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 
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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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