
 
 

FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Oncologic Drugs Advisory Committee 

Slides Presented 
 
March 4, 2005 
 

 
The committee will discuss the results of a confirmatory trial for NDA 21-399, IRESSA® (gefitinib) AstraZeneca 

PharmaceuticalsLP, for the treatment of patients with locally advanced or metastatic non-small cell lung cancer after 
failure of both platinum-based and docetaxel chemotherapies. 
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The committee will discuss safety concerns, specifically osteonecrosis of the jaw (ONJ), associated with two 
bisphosphonates, NDA 21-223, ZOMETA® (zoledronic acid) Injection and AREDIA®, NDA 20-036 (pamidronate 

disodium for injection), both from Novartis Pharmaceuticals Corp.  Zometa is indicated for the treatment of patients with 
Multiple Myeloma and patients with documented bone metastases from solid tumors, in conjunction with standard 

antineoplastic therapy.  Prostate cancer should have progressed with at least one hormonal therapy.  It is also 
approved for hypercalcemia of malignancy.  AREDIA is indicated, in conjunction with standard antineoplastic therapy, 
for the treatment of osteolytic bone metastases of breast cancer and osteolytic lesions of multiple myeloma.  It is also 

indicated for the treatment of moderate or severe hypercalcemia associated with malignancy, and treatment of patients 
with moderate to severe Paget’s disease of bone. 
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