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Study Shows Investigational COX-2 Specific Inhibitor Valdecoxib Causes Fewer Gastroduodenal Ulcers than the Non-Specific NSAID Diclofenac for Rheumatoid Arthritis 

- Study Results Presented at EULAR Annual Meeting -

Stockholm, Sweden (June 14, 2002) – While non-specific non-steroidal anti-inflammatory drugs (NSAIDs) are commonly used by arthritis patients to relieve pain and inflammation,
 their association with ulcers and other gastrointestinal (GI) side effects among patients taking them has been widely documented.
,
  Results of a study presented today at the European League Against Rheumatism (EULAR) Annual European Congress of Rheumatology showed that the novel COX-2 specific inhibitor valdecoxib may provide pain relief comparable to the frequently prescribed non-specific NSAID diclofenac, but with significantly fewer endoscopically-detected gastroduodenal ulcers.
  

The new study results presented by Frank McKenna, MD, Consultant, Rheumatology at Trafford General Hospital in Manchester, UK, showed that treatment with valdecoxib at 20 mg and 40 mg doses was comparable to the recommended daily dose of diclofenac in treating rheumatoid arthritis (RA). 
  Additionally, the study found that the 20 mg and 40 mg doses of valdecoxib caused significantly fewer endoscopically-detected ulcers than diclofenac.
,

“The study results suggest that valdecoxib is significantly less likely to cause ulcers than diclofenac and may be an option for long-term treatment of the pain and inflammation of rheumatoid arthritis,” said Dr. McKenna.  
Valdecoxib is currently being evaluated for marketing authorization in the European Union (EU).  The drug has been approved for use in the United States for the signs and symptoms of osteoarthritis (OA), adult rheumatoid arthritis (RA) and primary dysmenorrhea (painful menstrual cramping).  Valdecoxib has also been approved in Mexico for acute pain, in Peru for acute pain and primary dysmenorrhea, and in Colombia for acute pain, OA and RA.  

The study was conducted among more than 700 adult RA patients in 26 countries.
,
  It was designed to compare the effectiveness and GI safety of valdecoxib 20 mg and 40 mg versus diclofenac at the recommended dose of 75 mg SR twice daily in treating the signs and symptoms of RA.
 

Dr. McKenna reported that the study results demonstrated no significant difference in efficacy between either dose of valdecoxib and diclofenac according to standard measures of patients’ pain relief and ability to function.
  However, the incidence of ulcers was significantly higher among patients treated with diclofenac than  among those treated with either dose of valdecoxib.
  While the incidence of endoscopically-detected ulcers was 6 percent and 4 percent among patients treated with valdecoxib 20 mg and 40 mg respectively, 16 percent of patients treated with diclofenac developed an endoscopically-detected ulcer.
 

Toxicity of NSAIDs

More than 103 million Europeans have been diagnosed with some form of arthritis or rheumatic condition.1  NSAIDs are one of the most widely used classes of medications for the treatment of osteoarthritis and rheumatoid arthritis.
  There are more than 50 NSAIDs available worldwide,
, 
 the best known being aspirin, which has been used for more than a century.
  Widespread use of NSAIDs has made GI complications the most prevalent category of adverse drug reactions.
 

Many patients at risk for GI complications have no warning signs.
  In one study, 40 percent of patients had no prior warning about bleeding in the upper GI tract related to NSAID treatment.
  In another, more than 80 percent of patients with serious NSAID-related GI complications reported no prior dyspepsia (indigestion).
 

Additional Information 

The most common side effects reported during this study were dyspepsia, abdominal pain, nausea and diarrhea, and were generally mild to moderate.

The correlation between endoscopic findings and the incidence of clinically serious upper GI events has not been fully established.  As with all NSAIDs, serious GI tract ulcerations can occur without warning symptoms.  Physicians and patients should remain alert to the signs and symptoms of GI bleeding. 

Pharmacia Corporation (NYSE: PHA) is a top-tier global pharmaceutical company with a leading agricultural subsidiary.  Pharmacia's innovative medicines and other products save lives and enhance health and wellness.  Pharmacia's 59,000 people work together with many diverse stakeholders to bring these benefits to people around the world, and to create new health solutions for the future.

Pfizer Inc (NYSE: PFE) discovers, develops, manufactures and markets leading prescription medicines for humans and animals, and many of the world's best-known consumer products.

This press release contains forward-looking or anticipatory statements about the Company’s business and financial performance plans which are based on the information currently available and the expectations currently deemed reasonable by the Company.  However, because these forward-looking statements are subject to many risks, uncertainties and changes over time, including those referenced in the Company’s filings with the U.S. Securities and Exchange Commission, actual results may differ materially from those expressed or implied by these forward-looking statements.  The Company undertakes no obligation to update any forward-looking statements as a result of new information or future developments. 
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