Evidence Table II-6.  Adverse events report

Study
Treatment Arm
N 

Eval-

uable
Hyper-

tension

%
Rash/

Irrita-

tion/

Pruritus

%
Mortal-ity

%
DVT/

Throm-botic-

Event

%
Hemor-

rhage/

Throm-

bocyto-

penia

%
Seizure

%
Other

Cardio-

vasc.

%
Inject’n

Site

Pain

%
Fatigue

%
With-

drawals

%
Any Adverse

Event

%

Unknown Baseline Hb

Italian Cooperative Study Group for rHuEpo in MDS, 1998
Placebo control
37

0







10.8
43.2


EPO; 150 U/kg
38

2.6







7.9
31.6

Mean/Median Baseline Hb (10 g/dL

Garton, Gertz, Witzig, et al., 1995
Placebo control
11
0








27.3



EPO; 150 U/kg
10
0








10

















Osterborg, Boogaerts, Cimino, et al., 1996
Control
49
2
0
28.6
0





20.4
44.9


EPO; 10000 U (total)
47
8.5
2.1
31.9
2.1





19.1
63.8


EPO; 2000 U (total)
48
10.4
2.1
22.9
4.2





8.3
50
















Cazzola, Messinger, Battistel, et al., 1995
Control
29


10.3







13.8


EPO; 1000 U (total)
117


3.4







12.8


EPO; 2000 U (total)




























Dammacco, Silvestris, Castoldi, et al., 1998
Control
31
0
3.2
16.1



12.9


6.5
25.8


EPO; 150 U/kg
40
12.5
0
22.5



2.5


10
35
















Rose, Rai, Revicki, et al., 1994
Placebo control














EPO; 150 U/kg













258





266





266








