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Addendum 2 – May 30, 2003

Summary

1. Mouth sores has been identified as a side effect of OSI-774
associated with ADEERs reports #1862928 and #1028056.

2. Lung damage has been identified as a side effect of OSI-774
associated with ADEERs report 1862928.

3. Registration section 6.4 has been revised to reflect current IRB
approval submission.

Replacement pages are included.  Please incorporate into the
protocol and keep this addendum with your protocol.

Title page: Reflects addition of Addendum 2.

Page 16: Section 6.4 has been revised to reflect that the CTSU IRB certification form needs to be
faxed to CTSU and reads as follows:

A signed HHS 310 form must be on file in the Randomization Center before an
investigator may register any patient.  IRB approval(s) is required for each
treating site.  A signed Clinical Trials Support Unit (CTSU) IRB
Certification Form is to be on file at the CTSU Regulatory Office
(fax 215-569-0206).  This form can be found at the following Web site:
www.ctsu.org/rss2_page.asp.  Guidelines can be found under Quick Fact
Sheets.

Page 41: Section 15.152 (Drug Information), the first sentence has been revised to include the risk
of mouth sores and now reads as follows:

Treatment-related, adverse events in �10% of subjects receiving OSI-774 on
Phase 1 studies include asthenia, headache, diarrhea, dry mouth, anorexia,
nausea, vomiting, dry skin, exfoliative dermatitis, pruritus, rash, mouth sores,
and dry eyes, and lung damage.

Appendix IA: Additional rare side effects for OSI-774 have been added to section “What are the risks
of the study?” and reads as follows:

Eye dryness, eye pain, fever, dry cough, shortness of breath, lung damage,
mouth sores, and liver injury.

Appendix IB: Additional rare side effects for OSI-774 have been added to section “What are the risks
of the study?” and reads as follows:

Eye dryness, eye pain, fever, dry cough, shortness of breath, lung damage,
mouth sores, and liver injury.

Appendix IC: Additional rare side effects for OSI-774 have been added to section “What are the risks
of the study?” and reads as follows:

Eye dryness, eye pain, fever, dry cough, shortness of breath, lung damage,
mouth sores, and liver injury.














