
 

International Trial Evaluating Tarceva In Lung Cancer Completes Patient Enrollment

MELVILLE, N.Y. & BASEL, Switzerland, Sep 12, 2002 (BUSINESS WIRE) -- OSI Pharmaceuticals (Nasdaq:OSIP) and Roche 
(SWX Zurich) announced today the completion of patient enrollment in a randomized Phase III clinical trial evaluating Tarceva™ 
(erlotinib HCl) as a first-line agent in combination with standard chemotherapy in non-small cell lung cancer (NSCLC) patients.  

Approximately 1,200 patients with NSCLC were enrolled in the worldwide (outside the United States), multi-center trial 
conducted by Roche. The trial will assess the potential incremental survival benefit of 150mg/day of Tarceva™ when used in 
combination with an approved first-line regimen of gemcitabine and cisplatin.  

Tarceva™ is a small molecule designed to target the human epidermal growth factor receptor 1 (HER1) pathway, also known as 
EGFR, which is critical to cell growth in many cancers. HER1 is a key component of the HER signaling pathway, which is often 
involved in the formation and growth of numerous cancers. Tarceva™ is designed to inhibit specifically the tyrosine kinase 
activity of HER1/EGFR, thereby blocking the signaling pathway with the intent of potentially inhibiting tumor cell growth.  

The Tarceva™ Phase III program in NSCLC is being conducted as a global alliance between Roche, Genentech, and OSI. The 
program consists of Phase III randomized studies, which will recruit around 3,000 patients worldwide: 

    --  One trial assesses Tarceva(TM) as a single agent in patients 
        who have failed prior chemotherapy.
    --  Two trials are designed to assess Tarceva(TM) as a first-line 
        agent in combination trials with approved chemotherapy
        regimens. The U.S.-based trial in first-line NSCLC completed 
        patient enrollment in July 2002.

The design of the study in refractory NSCLC is investigating the potential survival benefit of single agent Tarceva™ at 
150mg/day. This is the only single-agent controlled Phase III study of an EGFR- targeted agent designed to detect a survival 
advantage in refractory NSCLC. 

Tarceva™ also is being studied in front-line pancreatic cancer in combination with gemcitabine through a randomized and 
controlled Phase III study with survival as the primary endpoint. Additionally, the U.S. National Cancer Institute's Cancer 
Therapy Evaluation Program is conducting numerous Tarceva™ trials in solid tumors, such as ovarian cancer, head and neck 
cancer, renal cell carcinoma, colorectal, and other gastrointestinal cancers. 

    About OSI

OSI Pharmaceuticals is a leading biotechnology company primarily focused on the discovery, development, and 
commercialization of innovative products for the treatment of cancer. OSI has built a pipeline of discovery programs and drug 
candidates addressing major, unmet medical needs in cancer and selected opportunities, including diabetes, arising from the 
company's extensive drug discovery research programs that represent significant commercial opportunities. 

    About Roche

Headquartered in Basel, Switzerland, Roche is one of the world's leading research-orientated healthcare groups with its two 
high-tech pillars, pharmaceuticals and diagnostics. Roche's innovative products and services address prevention, diagnosis, 
and treatment of diseases, thus enhancing people's well-being and quality of life. 

This news release contains forward-looking statements. These statements are subject to known and unknown risks and 
uncertainties that may cause actual future experience and results to differ materially from the statements made. Factors that 
might cause such a difference include, among others, the enrollment of clinical trials, the successful pre-clinical development 
thereof, the completion of clinical trials, the FDA review process and other governmental regulation, pharmaceutical 
collaborators' ability to successfully develop and commercialize drug candidates, such as Tarceva™, competition from other 
pharmaceutical companies, product pricing and third-party reimbursement, and other factors described in OSI Pharmaceuticals' 
filings with the Securities and Exchange Commission. Furthermore, Tarceva™ is an investigational compound and has not yet 
been determined safe or efficacious in humans for its ultimate intended use. 
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