Evidence Table I-6.  Adverse events report

Study
Treatment

Arm
N

Eval-

uable
Hyper-

tension

%
Rash/

Irrita-

tion/

Pruritus

%
Mortal-

ity

%
DVT/

Throm-

botic

Event

%
Hemorrhage/

Throm-

bocytopenia

%
Seizure

%
Other Cardio-

vasc.

%
Inject’n

Site

Pain

%
Fatigue

%
With-

drawals

%
Any

Adverse

Event

%


Mean/Median Baseline Hb (10 g/dL

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














EPO; 150 U/kg




























Oberhoff, Neri, Amadori, et al., 1998
Control
104


13.5






6.7
27.9


EPO; 5000 U (total)
114


7






14.9
26.3
















Kurz, Marth, Windbichler, et al., 1997
Placebo control
12

0





0


0


EPO; 150 U/kg
23

0





0


0
















Case, Bukowski, Carey, et al., 1993
Placebo control
76
2.6


5.3

2.6



10.5



EPO; 150 U/kg
81
4.9


4.9

2.5



16

















Porter, Leahey, Polise, et al., 1996
Placebo control
10
0




0







EPO; 150 U/kg
10
0




0

20



















Henry, Brooks, Case, et al., 1995
Placebo control
65
6.2
3.1

3.1

3.1

6.2
18.5
35.4
89.2


EPO; 150 U/kg
67
3
10.4

9

4.5

10.4
16.4
29.9
86.6
















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














EPO; 150 U/kg




























Littlewood, Bajetta, Cella, et al., 1999
Placebo control
124








12.1

80.6


EPO; 150 U/kg
251








7.2

86.1
















Leon, Jimenez, Barona, et al., 1998
Control
25









0
0


EPO; 150 U/kg
25









0
0
















Cascinu, Fedeli, Del Ferro, et al., 1994
Placebo control
49
0


0
0
0



0
0


EPO; 100 U/kg
50
0


0
0
0



0
0

Evidence Table I-6.  Adverse events report  (continued)

Study
Treatment

Arm
N

Eval-

uable
Hyper-

tension

%
Rash/

Irrita-

tion/

Pruritus

%
Mortal-

ity

%
DVT/

Throm-

botic

Event

%
Hemorrhage/

Throm-

bocytopenia

%
Seizure

%
Other Cardio-

vasc.

%
Inject’n

Site

Pain

%
Fatigue

%
With-

drawals

%
Any

Adverse

Event

%


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

Markman, Reichman, Hakes, 

et al., 1993
Control














EPO; 100 U/kg




























Dusenbery, McGuire, Holt, 

et al., 1994
Control (historical)














EPO; 200 U/kg




























Lavey and Dempsey, 1993
Control
20
0








0
0


EPO; 300 U/kg
20
0
5







5
5
















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














EPO; 600 U/kg




























Henke, Guttenberger, Barke, 

et al., 1999
Control














EPO; 150 U/kg














EPO; 300 U/kg




























ten Bokkel Huinink, de Swart, van Toorn, et al., 1998
Control
33
0

6.1
0





24.2
84.8


EPO; 150 U/kg
45
6.7

2.2
4.4





24.4
86.7


EPO; 300 U/kg
42
9.5

11.9
7.1





40.5
85.7
















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














EPO; 150 U/kg













Mean/Median Baseline Hb >12 g/dL

Sweeney, Nicolae, Ignacio, 

et al., 1998
Control
24










8.3


EPO; 200 U/kg
24

4.2








16.7
















Gamucci, Thorel, Frasca, et al., 1993
Control
17
0









0


EPO; 150 U/kg
21
0









0
















Del Mastro, Venturini, Lionetto, et al., 1997
Control
31




12.9



64.5




EPO; 150 U/kg
31

6.5


12.9



61.3



Evidence Table I-6.  Adverse events report  (continued)

Study
Treatment

Arm
N

Eval-

uable
Hyper-

tension

%
Rash/

Irrita-

tion/

Pruritus

%
Mortal-

ity

%
DVT/

Throm-

botic

Event

%
Hemorrhage/

Throm-

bocytopenia

%
Seizure

%
Other Cardio-

vasc.

%
Inject’n

Site

Pain

%
Fatigue

%
With-

drawals

%
Any

Adverse

Event

%


Mean/Median Baseline Hb >12 g/dL

Thatcher, De Campos, Bell, 

et al., 1999
Control
44

9.1






6.8




EPO; 150 U/kg
42
4.8
11.9

0


0

2.4




EPO; 300 U/kg
44
2.3
2.3






0


















Welch, James, Wilkinson, et al., 1995
Control
15
0


0





13.3



EPO; 300 U/kg
15
13.3


6.7





20



249





255





256





257
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