
別紙6-2-2 Onset time as a prognostic factor 
in patients with gefitinib-induced ILD

OutcomeOnset 
period Imp NC Death Total

Mortality 
(%)

0-2 wks 3 0 6 9 67*
2-4 wks 12 0 7 19 37
4-6 wks 8 1 5 15 40
6+  wks 11 3 12 26 46
Total 34 4 31 69 45

N=69

Imp: improvement, NC: no change, *: Significantly higher

0.96-6.40
1.18-5.38

95%CI

0.062.65Onset within 2 weeks
0.022.50PS 2-4
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文献13、ASCO 2004から



奏効症例の奏効までの期間（ｎ=18）
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文献28、日本肺癌学会総会 2003から
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The 10th World Conference on Lung Cancer 2003 (Vancouver, Canada)から
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対象

2002年7月1日から2004年12月31日の間に
当センターでイレッサを投与した186症例

年齢：

性別：

P S ：

中央値64才 （32-85)

男124　　女62

0; 75　　1; 73　　2; 33　　

3;   4　　4; 1

Hyogo medical center for adults



治療効果

45 (24%)

50 (27%)
67 (36%)

24 (13%)

PR

SDPD

NE

Hyogo medical center for adults
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PR症例の効果発現時期
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Characterisation of symptom 
improvement – IDEAL 1 & 2

• Responses observed in 40% of symptomatic 
patients 
– independent of concomitant medications

• Median time to improvement 
– 9–10 days

• Mean LCS change on study
– 4.5 points

• 75% and 65% of responses maintained at 3 
and 6 months, respectively
– median not yet reached

SI rate

Durable

Sizeable

Rapid
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CRCR--2020

AdenocarcinomaAdenocarcinoma

All patientsAll patients

FemaleFemale

PS 0,1PS 0,1

1 prior chemo1 prior chemo

RefractoryRefractory

Never smokedNever smoked

NonNon--adenocarcinomaadenocarcinoma

Ever smokedEver smoked

IntolerantIntolerant

2 prior 2 prior chemoschemos

PS 2,3PS 2,3

MaleMale

Hazard ratio and 95% CIHazard ratio and 95% CI
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13.813.813.8

10.210.210.2

20.720.720.7

10.410.410.4

26.826.826.8
5.35.35.3

7.17.17.1

10.510.510.5

9.89.89.8

4.44.44.4

NANANA
NANANA

9.39.39.3

0.4 0.6 0.8 1 1.5

2005.3.4、ODAC資料から
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CRCR--2121

Prior Prior docetaxeldocetaxel

All patientsAll patients

Asian ethnicityAsian ethnicity

Time since Time since DxDx: >12 mo: >12 mo

Time since Time since DxDx: <6 mo: <6 mo

<65 yr<65 yr

No prior No prior docetaxeldocetaxel

≥≥65 yr65 yr

Time since Time since DxDx: 6: 6--12 mo12 mo

NonNon--Asian ethnicityAsian ethnicity

Hazard ratio and 95% CIHazard ratio and 95% CI
FavorsFavors IRESSAIRESSA®® FavorsFavors placeboplacebo

Prior chemo response: PD/NEPrior chemo response: PD/NE

Prior chemo response: CR/PRPrior chemo response: CR/PR
Prior chemo response: SDPrior chemo response: SD

10.310.3
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Consistency of Outcome Between Trial 709 Consistency of Outcome Between Trial 709 
and  Phase II Data (2)and  Phase II Data (2)
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7.77.7 10.210.2
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