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Table 4. Toxic Effects and Dose Modifications among 727 Patients Receiving the Study Drugs.

Toxic Effect Erlotinib (N=485) Placebo (N=242) P Value
Grades Grades Grades
All 3toS All 3toS All 3to5
percent *
N e P, ancer Fatigue
Anorexia 69 9 56 5 <0.001 0.06
Nausea 40 3 34 <1 0.12 0.07
Vomiting 25 3 23 2 0.52 0.45 °
Stomatitis 19 <1 3 (0) <0.001 0.31
Diarrhea 55 6 19 <1 <0.001 <0.001 I n
Dehydration 7 4 6 3 0.64 0.67
Ocular toxic effect 28 1 9 <1 <0.001 0.67
79 [I37] 74 23 0.22 0.33
Infection 34 2 21 5 <0.001 0.03
e ——— targeted
Pneumonitis or pulmonary 3 <1 3 <1 0.64 1.0
infiltrates*
Death from pneumonitis 1 patient 1 patient
Reason for dose reduction t h e ra
Any toxic effect 19 2 <0.001 p y
Diarrhea 5 (o} <0.001
Rash 12 0 <0.001
Conjunctivitis 0 0.19
Vomiting 0 0.55
Stomatitis <1 0 1.0
Reason for treatment interruption
Any toxic effect 27 5 <0.001
Diarrhea 6 <1
Rash 14 (o} <0.001
Conjunctivitis 1 0 0.19
Vomiting 2 <1 0.11
Stomatitis <1 <1 1.0
Treatment discontinued because 5 2 0.02

of any toxic effect

* All cases designated “pneumonitis” were reviewed by a study physician. Cases of “pneumonia” were also reviewed and
reclassified as pneumonitis, if appropriate.
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