Evidence Table I-2.  Baseline study characteristics

Citation
Study Arm
EPO Treatment
N Enrolled
N Evaluable
Age1 +/-SD

(range)
Baseline Hb

(g/dL)+/-SD

(range)
% Previously Transfused


Mean/Median Baseline Hb (10 g/dL

Silvestris, Romito, Fanelli, et al., 1995
Control

24
22

7.9
32.0


EPO 
Escalating:  150 U/kg, 3x per week for 24 weeks; 300 U/kg final dose
30
27

7.9
44.0










Oberhoff, Neri, Amadori, et al., 1998
Control

110
88
56 (median)

(19-73)
10.3
21.6


EPO 
Fixed:  5000 U (total), 7x per week for 12 weeks
117
101
53 (median)

(20-77)
9.6
22.8










Kurz, Marth, Windbichler, et al., 1997
Placebo control

12
12
52.7 (mean)

+/- 7.5 (43-63)
9.85+/-0.6



EPO 
Escalating:  150 U/kg, 3x per week for 12 weeks; 300 U/kg final dose
23
23
54.4 (mean)

+/- 9.7 (32-68)
9.88+/-0.8











Case, Bukowski, Carey, et al., 1993
Placebo control

76
74
64 (median)

(30-88)
9.8 (7.7-13.3)
67.1


EPO 
De-escalating:  150 U/kg, 3x per week for 12 weeks; discontinued when Hb=12.7
81
79
64 (median)

(27-92)
9.5 (6.0-13.3)
66.7










Porter, Leahey, Polise, et al., 1996
Placebo control

12
10
13 (median)

(5-16)
9.4 (8.2-10.1)



EPO 
Escalating:  150 U/kg, 3x per week for 16 weeks; discontinued when Hb=11.5; 300 U/kg final dose
12
10
14 (median)

(5-17)
9.7 (7.7-10.8)











Henry, Brooks, Case, et al., 1995
Placebo control

65
61
59 (mean)
9.5+/-1.5



EPO 
Start/stop:  150 U/kg, 3x per week for 12 weeks; discontinued when Hb=12.7
67
64
58 (mean)
9.8+/-1.3











Varan, Buyukpamukcu, Kutluk, et al., 1999
Control

17
17
5 (median)

(1-16)
8.48+/-0.98
0.0


EPO 
Fixed:  150 U/kg, 3x per week for 8 weeks
17
17
5 (median)

(1-16)
8.5+/-0.85
0.0



Evidence Table I-2.  Baseline study characteristics  (continued)

Citation
Study Arm
EPO Treatment
N Enrolled
N Evaluable
Age1 +/-SD

(range)
Baseline Hb

(g/dL)+/-SD

(range)
% Previously Transfused


Mean/Median Baseline Hb (10 g/dL

Littlewood, Bajetta, Cella, et al., 1999
Placebo control

124
115
59.6 (mean)

+/- 13.7

(22.3-88.6)
9.7+/-1.1
34.0


EPO 
Escalating:  150 U/kg, 3x per week for 28 weeks; 300 U/kg final dose
251
244
58.3 (mean) +/- 14.1

(18.7-84.9)
9.9+/-1.14
29.0


Hb at entry </=10.5, Placebo control


100





Hb at entry </=10.5, EPO


203





Hb at entry >10.5, Placebo control


15





Hb at entry >10.5, EPO


41





Solid tumors, placebo control


61





Solid tumors, EPO


131





Hematologic tumors, placebo control


54





Hematologic tumors, EPO


113













Leon, Jimenez, Barona, et al., 1998
Control

25
25
11.8 (mean)

(5-17)
9.5+/-0.7
84.0


EPO 
Fixed:  150 U/kg, 5x per week for 12 weeks
25
25
12.6 (mean)

(6-17)
9.8+/-0.6
80.0










Cascinu, Fedeli, Del Ferro, et al., 1994
Placebo control

50
49
57 (median)

(45-68)
8.7+/-0.52



EPO 
Start/stop:  100 U/kg, 3x per week for 9 weeks; discontinued when Hb=12
50
50
58 (median)

(44-72)
8.6+/-0.62



Mean/Median Baseline Hb >10 and (12 g/dL

Markman, Reichman, Hakes, et al., 1993
Control

46
40
52 (median)

(25-69)
11.1 (8.0-13.5)



EPO 
Fixed:  100 U/kg, 3.5x per week for 24 weeks
17
16
57 (median)

(25-73)
11.5 (7.7-12.8)


Evidence Table I-2.  Baseline study characteristics  (continued)

Citation
Study Arm
EPO Treatment
N Enrolled
N Evaluable
Age1 +/-SD

(range)
Baseline Hb

(g/dL)+/-SD

(range)
% Previously Transfused


Mean/Median Baseline Hb >10 and (12 g/dL

Dusenbery, McGuire, Holt, et al., 1994
Control (historical)

61
61
42 (median)

(28-75)
11.1



EPO 
De-escalating:  200 U/kg, 5x per week for 6 weeks; discontinued when Hb=14; 100 U/kg final dose
15
15
43 (median)

(31-67)
10.3











Lavey and Dempsey, 1993
Control

20
20
62 (mean)

+/- 16
11.8+/-1.1



EPO 
De-escalating:  300 U/kg, 3x per week for 7 weeks; discontinued when Hb=15; 150 U/kg final dose
20
20
58 (mean)

+/- 15
11.9+/-1.3











Wurnig, Windhager, Schwameis, et al., 1996
Placebo control

14
14
28.5

(Mn vs. Md not reported)
10.5+/-0.75



EPO 
Start/stop:  600 U/kg, 2x per week for 20 weeks; discontinued when Hb=13.5
16
15
28.5

(Mn vs. Md not reported)
11+/-1.5











Henke, Guttenberger, Barke, et al., 1999
Control

11
11
(18-75)
12.3



EPO 
Start/stop:  150 U/kg, 3x per week for 8 weeks; discontinued when Hb=14.5
19
19
(18-75)
10.9



EPO 
Start/stop:  300 U/kg, 3x per week for 8 weeks; discontinued when Hb=14.5
14
14
(18-75)
11.4











ten Bokkel Huinink, de Swart, van Toorn, et al., 1998
Control

34
33
58.8 (mean)
11.8 (10.6-12.5)
0.0


EPO 
De-escalating:  150 U/kg, 3x per week for 24 weeks; discontinued when Hb=15; 75 U/kg final dose
46
45
58.8 (mean)
12 (11.3-12.6)
0.0


EPO 
De-escalating:  300 U/kg, 3x per week for 24 weeks; discontinued when Hb=15; 150 U/kg final dose
42
42
61 (mean)
11.6 (10.5-12.2)
0.0










Quirt, Couture, Pichette, et al., 1996
Placebo Control

28
27

10.7



EPO 
Escalating:  150 U/kg, 3x per week for 16 weeks; 300 U/kg final dose
28
27

10.9




Evidence Table I-2.  Baseline study characteristics  (continued)

Citation
Study Arm
EPO Treatment
N Enrolled
N Evaluable
Age1 +/-SD

(range)
Baseline Hb

(g/dL)+/-SD

(range)
% Previously Transfused


Mean/Median Baseline Hb >12 g/dL

Sweeney, Nicolae, Ignacio, et al., 1998
Control

24
24
62.7

(Mn/Md not reported)
10.7
12.5


EPO 
De-escalating:  200 U/kg, 5x per week for 7 weeks; discontinued when Hb=14.5; 100 U/kg final dose
24
22
62.3 (Mn/Md not reported)
12.1
8.3










Gamucci, Thorel, Frasca, et al., 1993
Control

17
17
54 (median)

(21-74)
12.7+/-2.06



EPO 
Fixed:  150 U/kg, 3x per week for 12 weeks
21
21
54 (median)

(21-74)
12.2+/-1.38











Del Mastro, Venturini, Lionetto, et al., 1997
Control

31
31
56 (median)

(29-68)
13.1+/-0.6



EPO 
Start/stop:  150 U/kg, 3x per week for 12 weeks; discontinued when Hb=15
31
31
54 (median)

(31-68)
13+/-0.7











Thatcher, De Campos, Bell, et al., 1999
Control

44
44
60 (median)

(39-74)
13.4



EPO 
Start/stop:  150 U/kg, 3x per week for 26 weeks; discontinued when Hb=15; 75 U/kg final dose
42
42
59 (median)

(43-72)
13.7



EPO 
Start/stop:  300 U/kg, 3x per week for 26 weeks; discontinued when Hb=15; 150 U/kg final dose
44
44
58.5 (median)

(30-72)
13.6











Welch, James, Wilkinson, et al., 1995
Control

15
15

12.8



EPO 
De-escalating:  300 U/kg, 3x per week for 24 weeks; discontinued when Hb=15; 150 U/kg final dose
15
15

13


1  Where age was reported only for the entire group of enrollees, these data are entered for all study arms.
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