Evidence Table I-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)


Mean/Median Baseline Hb (10 g/dL

Silvestris, Romito, Fanelli, et al., 1995
Randomized; unblinded; concurrent controls
Category:  multiple myeloma
Previous  chemotherapy; previous platinum exposure and previous radiation therapy unspecified.
Hb cutoff=8.1 g/dL; Karnofsky PS limit=50
>/=2 g/dL increase in Hb level or transfusion independence
None











Oberhoff, Neri, Amadori, et al., 1998
Randomized; unblinded; concurrent controls; multicenter
Category:  multiple solid tumors; Tumor type:  ovarian, beast, lung, GU, GI, other
Previous  chemotherapy; previous platinum exposure and previous radiation therapy unspecified.
Hb cutoff=11.0 g/dL
Hb increase >/= 2 g/dl in 4 weeks without transfusion in previous 4 weeks
None











Kurz, Marth, Windbichler, et al., 1997
Randomized; double-blinded; concurrent controls; placebo; multicenter
Category:  multiple solid tumors; Tumor type:  ovarian, uterine, cervical
Previous platinum-based chemotherapy;  previous radiation therapy unspecified.
Hb cutoff=11.0 g/dL; minimum LE=3 months
Hb > 2 gd/L above baseline value and/or >12 g/dL at 4, 8, or 12 weeks
None
8










Case, Bukowski, Carey, et al., 1993
Randomized; double-blinded; concurrent controls; placebo; multicenter
Category:  mixed solid & nonmyeloid hematologic tumors; Tumor type:  hemat, breast, gyn, GI, lung, prostate, head/neck, other
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.5 g/dL; ECOG PS limit=3; minimum LE=3 months
Increase in Hb of >/=2 g/dL (calc from Hct) unrelated to transfusion
None











Porter, Leahey, Polise, et al., 1996
Randomized; double-blinded; concurrent controls; placebo
Category:  multiple solid tumors; Tumor type:  sarcoma
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.5 g/dL
None
None
8

Evidence Table I-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

Henry, Brooks, Case, et al., 1995
Randomized; double-blinded; concurrent controls; placebo; multicenter
Category:  mixed solid & nonmyeloid hematologic tumors; Tumor type:  lung, hemat, gyn, BI, head/neck, breast, prostate, esoph
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.7 g/dL; ECOG PS limit=3; minimum LE=3 months
Increase in Hb of >/= 2 g/dL (calc from Hct) unrelated to transfusion
None











Varan, Buyukpamukcu, Kutluk, et al., 1999
Randomized; unblinded; concurrent controls
Category:  mixed solid & hematologic tumors; Tumor type:  lymphoma, CNS, rhabdo, Wilm's, neuroblastoma, liver
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.0 g/dL
None
None
6










Littlewood, Bajetta and, Cella, 1999
Randomized; double-blinded; concurrent controls; placebo; multicenter
Category:  mixed solid & nonmyeloid hematologic tumors; Tumor type:  breast, non-Hodgkin's lymphoma, myeloma
Previous  chemotherapy; previous platinum exposure and previous radiation therapy unspecified.
Hb cutoff=10.5 g/dL
Hb increase of >/=2g/dL w/o transfusions
None











Leon, Jimenez, Barona, et al., 1998
Unblinded; historical controls
Category:  mixed solid & hematologic tumors; Tumor type:  sarcoma, CNS, Hodgkin's lymphoma, other
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.5 g/dL; minimum LE=3 months
Hb increase of at least 2 g/dL without transfusion within 12 weeks
None
9



Evidence Table I-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

Cascinu, Fedeli, Del Ferro, et al., 1994
Randomized; double-blinded; concurrent controls; placebo
Category:  multiple solid tumors; Tumor type:  stomach, ovary, other
No previous  chemotherapy; no previous platinum exposure; no previous radiation therapy.
Hb cutoff=9.0 g/dL
Increase in Hb to >10 g/dL
None
8


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

Markman, Reichman, Hakes, et al., 1993
Unblinded; concurrent controls
Category:  single solid tumor; Tumor type:  ovarian
Previous platinum-based chemotherapy;  previous radiation therapy unspecified.
Hb cutoff=7.7 g/dL (lower limit); Karnofsky PS limit=60; minimum LE=2 months
None
None
8










Dusenbery, McGuire, Holt, et al., 1994
Unblinded; historical controls
Category:  single solid tumor; Tumor type:  cervix
No previous  chemotherapy; no previous platinum exposure; no previous radiation therapy.
Hb cutoff=12.0 g/dL
None
None
9.5










Lavey and Dempsey, 1993
Unblinded; concurrent controls
Category:  mixed solid & hematologic tumors; Tumor type:  head and neck, lung/trachea, other
Previous  chemotherapy; previous platinum exposure unspecified, no previous radiation therapy.
Hb cutoff=13.5 g/dL
Hb >14 g/dL





Evidence Table I-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 and (12 g/dL

Wurnig, Windhager, Schwameis, et al., 1996
Randomized; double-blinded; concurrent controls; placebo
Category:  single solid tumor; Tumor type:  Ewing's or osteosarcoma
No previous  chemotherapy, no previous platinum exposure, no previous radiation therapy.
Hb cutoff=11.0 g/dL; minimum LE=4.7 months
None
None
8.5










Henke, Guttenberger, Barke, et al., 1999
Randomized; unblinded; concurrent controls
Category:  multiple solid tumors; Tumor type:  head and neck, cervix, uterus, colorectum
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=13.0 g/dL; Karnofsky PS limit=60
Hb increase of >2 g/dL
None











ten Bokkel Huinink, de Swart, van Toorn, et al., 1998
Randomized; unblinded; concurrent controls; multicenter
Category:  single solid tumor; Tumor type:  stage IIb-IV ovarian carcinoma
Previous platinum-based chemotherapy;  previous radiation therapy unspecified.
Hb cutoff=13.0 g/dL; WHO PS limit=2; minimum LE=2 months
None
None
9.7










Quirt, Couture, Pichette, et al., 1996
Randomized; single-blinded; concurrent controls; placebo; multicenter
Category:  mixed solid & hematologic tumors; Tumor type:  solid tumors, lymphoma
Previous  chemotherapy; previous platinum exposure and previous radiation therapy unspecified.
Hb cutoff=12.5 g/dL
None
None



Mean/Median Baseline Hb >12 g/dL

Sweeney, Nicolae, Ignacio, et al., 1998
Randomized; unblinded; concurrent controls; multicenter
Category:  multiple solid tumors; Tumor type:  lung, uterine, cervix, prostate, breast
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=13.0 g/dL; Karnofsky PS limit=70; minimum LE=3 months
Achieving target Hb levels of 15 for males, 14 for females
None


Evidence Table I-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 >12 g/dL

Gamucci, Thorel, Frasca, et al., 1993
Randomized; unblinded; concurrent controls
Category:  multiple solid tumors; Tumor type:  ovarian, NSCLC, SCLC, head/neck, testis, gastric, other
No previous  chemotherapy, no previous platinum exposure, no previous radiation therapy.
Hb cutoff=10.0 g/dL (lower limit)
None
None











Del Mastro, Venturini, Lionetto, et al., 1997
Randomized; unblinded; concurrent controls
Category:  single solid tumor; Tumor type:  Stage II breast cancer
No previous  chemotherapy or previous platinum exposure; previous radiation therapy unspecified.
Hb cutoff=12.0 g/dL (lower limit)
None
None
8










Thatcher,
De Campos, Bell, et al., 1999
Randomized; unblinded; concurrent controls; multicenter
Category:  single solid tumor; Tumor type:  small cell lung cancer
Previous  chemotherapy, previous platinum exposure, and previous radiation therapy all unspecified.
Hb cutoff=10.5 g/dL (lower limit); WHO PS limit=2
Hb >/=10
None











Welch, James, Wilkinson, et al., 1995
Randomized; unblinded; concurrent controls
Category:  single solid tumor; Tumor type:  ovarian
No previous  chemotherapy; no previous platinum exposure, no previous radiation therapy.
Hb cutoff= g/dL (lower limit); WHO PS limit=2
None
None


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