Evidence Table II-1.  Study description

Study
Study Description
Disease(s)
Study Population
Patient

Eligibility1
Definition of Complete Response
Definition of Partial Response
Transfusion Trigger

(Hb g/dL)


Unknown Baseline Hb

Italian Cooperative Study Group for rHuEpo in MDS, 1998
Randomized; double-blinded; concurrent controls; placebo; multicenter
Category:  MDS
Previous chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified
Hb cutoff=9.0 g/dL; (Type not specified) PS limit=2; Minimum LE=6 months
Increase in Hb >/=2 g/dL or no transf >/=2 months
Increase in Hb 1-2 g/dL or 50% decrease in transf need for >/=2 months
8


Mean/Median Baseline Hb (10 g/dL

Garton, Gertz, Witzig, et al., 1995
Randomized; double-blinded; concurrent controls; placebo
Category:  multiple myeloma
Previous chemotherapy; previous platinum exposure and previous radiation therapy unspecified
Hb cutoff=10.0 g/dL; ECOG PS limit=3
Hematocrit reached 38% (Hb 12.7) or greater w/o transfusion
Hematocrit increase of 6% points (Hb 2 g/dL) or greater w/o transfusion











Osterborg, Boogaerts, Cimino, et al., 1996
Randomized; unblinded; concurrent controls; multicenter
Category:  lymphoid malignancies; Tumor type:  NHL, NHL+CLL, myeloma
Previous chemotherapy; previous platinum exposure and previous radiation therapy unspecified
Hb cutoff=10.0 g/dL; WHO PS limit=2; Minimum LE=2 months
Hb increase of >2 g/dL w/o transfusion need for 8 weeks
None
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Cazzola, Messinger, Battistel, et al., 1995
Randomized; unblinded; concurrent controls; multicenter
Category:  lymphoid malignancies; Tumor type:  multiple myeloma, non-Hodgkin's lymphoma
Previous chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified
Hb cutoff=11.0 g/dL; WHO PS limit=2; Minimum LE=3 months
Hb increase > or =2 g/dL at 2 consec. checkups & no transfusion prior 6 wk
None











Dammacco, Silvestris, Castoldi, et al., 1998
Randomized; unblinded; concurrent controls; multicenter
Category:  multiple myeloma
Previous chemotherapy; previous platinum exposure and previous radiation therapy unspecified
Hb cutoff=10.0 g/dL; Karnofsky PS limit=40
Hb increase >/=2 g/dL (not pretransfused); no transfusion for 8 weeks
Hb increase <2 g/dL (not pretransfused); no transfusion for 4 weeks
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Evidence Table II-1.  Study description  (continued)

Study
Study Description
Disease(s)
Study Population
Patient

Eligibility1
Definition of Complete Response
Definition of Partial Response
Transfusion Trigger

(Hb g/dL)


Mean/Median Baseline Hb (10 g/dL

Rose, Rai, Revicki, et al., 1994
Randomized; double-blinded; concurrent controls; placebo
Category:  leukemia; Tumor type:  Chronic lymphocytic leukemia
Previous chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified
Hb cutoff=10.7 g/dL
Hb > or =2 g/dL increase over baseline without transfusion
None


1  Unless otherwise indicated, all hemoglobin (Hb) cutoff values represent an upper limit.
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