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TREATMENT
GROUP

Date: May 16, 2003
To: NCCTG Primary Clinical Research Associates
From: Linda S. Long

Re: NO0177, Pilot and Phase II Trial of OSI-774 and Radiation in Glioblastoma Multiforme
Patients

The purpose of this memorandum is to provide investigators with a recent report of an adverse event that
has occurred in association with OSI-774 for a study where the Division of Cancer Treatment and
Diagnosis (DCTD), National Cancer Institute (NCI) is distributing this agent. You may have also
received this communication directly from DCTD.

AE 2003000438_F1

Please note that all risks currently cited in the NCCTG consent form can not be omitted; it is at the
discretion of your local IRB as to whether they wish to add risks based on the enclosed information. If a
determination has been made by the NCCTG Research Base that a protocol amendment is necessary, you
will receive the NCI-approved protocol addendum at a later date; for purposes of cross-reference, this
communication will cite the adverse event noted above.

Please submit this adverse event to your Institutional Review Board.

If you have any questions concerning this communication, please contact Linda S. Long at 507-266-3853.
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(os1) pharmaceuticals
Drug Safety Department

Tarceva™ (erlotinib HCI, 0ST774)
Serious Adverse Event Report 15 Day Investigator Notification
Report # 2003000438 (Follovdp) = Preferred Term:Malignant Neoplasm
Progression

Re: BR:21 (A randomized, placebo-controlled study of erotinib HCl/placebo in patients
with incurable stage ITI/IV non-small cell lung cancer)

Follow-Up

According to the investigator, the patient's death was due to the progression
of his underlying disease.

Event Narrative

This 59-year-old male patient enrolled into OSI Protocol BR.21, a randomized, placebo-
controlled study of erlotinib HCl (Tarceva) in patients with incurable stage IIIB/IV non-
small cell lung cancer who have failed standard therapy for advanced or metastatic
disease. The patient was diagnosed with lung adenocarcinoma on 18-Oct-2002 and has
metastatic disease involving the lymph nodes. Previous interventions for the undetlying
disease included chemotherapy consisting of cisplatin and etoposide, ending on 13-Dec-
2002.bProtocoI therapy consisting of erlotinib/placebo 150 mg po daily commenced on
13-Feb-2003.

The patient was admitted to hospital on 04-Mar-2003 with grade 4 dehydration and was
gasping. The patient died in hospital and the cause of death was lung cancer.

The investigator assessed the events as unlikely related to protocol therapy.
Company Medical Assessment
Follow-up information suggests that the patient died of progressive disease. Death due

to disease progression is expected in this population. This case is no longer a safety
alert.



