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SD E|A=I=J/=]p) E|=I=J/=]p)
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Relationship between change

In diameter, product, and volume

Diameter, 2r  Product, (2r)¢ Volume, 4/3nrrs3

RR Decrease Decrease Decrease
65%
50% 75% 87%
PD Increase Increase Increase
12% 40%
44% 73%
25% 56% 95%

30% 69% 120%



Comparison of RECIST and WHO criteria in
the same patients recruited in 14 different trials

No. Of patients Response
Tumor site/type Criteria evaluated CR PR SD PD RR PD rate
Breast WHO 43 4 22
RECIST 48 4 22
Breast WHO 172 4 36 23%
RECIST 172 4 40 26%
Brain WHO 31 12 10
RECIST 31 12 10
Melanoma WHO 190 9 37 24%

RECIST 190 9 34 23%




Comparison of RECIST and WHO criteria in
the same patients recruited in 14 different trials

No. Of patients Response
Tumor site/type Criteria evaluated CR PR SD PD RR PD rate
Breast WHO 531 50 102 29% I
RECIST 531 50 108 30%
Colon WHO 1096 12 137 14%
RECIST 1096 12 133 13%
Lung WHO 1197 60 317
RECIST 1197 60 318
Ovary WHO 554 24 108 24%

RECIST o254 24 105 23%




Comparison of RECIST and WHO criteria in
the same patients recruited in 14 different trials

Tumor site/type Criteria

No. Of patients
evaluated CR PR SD PD RR PD rate

Response

Lung WHO
RECIST
Colon WHO
RECIST
Sarcoma WHO
RECIST
Ovary WHO

RESIST

24
24
31
31
28
28
45
45

0 4 16 4
0 4 19 1
1 6 15 9 23%

1

1
1
0
0

5> 16 9 21%
4 13 10 18%
5 17 5 21%
7 19 19 16%
6 21 18 13%

17%
4%

36%
18%
42%
40%



Comparison of RECIST and WHO criteria in
the same patients recruited in 14 different trials

No. Of patients Response
Tumor site/type Criteria evaluated CR PR SD PD RR PD rate
Breast WHO 306 18 114 117 57 43% 19%
RECIST 306 18 108 124 56 41% 18%
Breast WHO 360 10 73 135142 23%
RECIST 361 10 70 139142 22%
Total(all studies WHO 4613 205 977 25.6%
where tumor  RECIST 4614 205 968 25.4%
response was
evaluated)
Total(all studies WHO 794 315 241
where PD as well RECIST 795 336 231

as CR+PR were evaluated)




Proportions of patients with PD by
different assessment methods

No. Of patients

%

Total No. PD 234
PD by appearance of new lesions 118
PD by increase In pre-existing measurable disease 116
Same date of PD by WHO And RECIST criteria 215
Different date of PD 19
Earlier PD with WHO 17
Earlier PD with RECIST 2

100
50
50

91.9

8.1

7.3

0.9
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End point

EFS: JCE 417 (event-free survival)

TTF: RyE77 <Mt E] (time to treatment failure)
PFS: Joik 24 {7 (progression-free survival)
TTP: 233t i I ] (time to progression)

OS: =4 (overall survival)

R
R
D

R: 3% (response rate)
D: 3% (response duration)
FS: o ZEAF (disease-free survival)

TTT: 2 Fy6 7 B[] (time to next treatment)

CSD: I AHI<FET  (cause-specific death)
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