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As of July 1995,27 patients with metastatic breast cancer were induded in a multicenter prospective 
randomzed study looking at me safety and effcacy of the ISOLD(@ 300 SA device to select C034+ calk from 
aphefeses for d in id  transpiantation. Peripheral blood (PB) progenitors were mobiihed wrth chemotherapy (in 
most cases eyciophosphamiie wn? and doxambicin 75 mg/m2), and m G C S F  (NeupogenoB, Amgen, 300 
pgld or 5 pg/kg/d). Patients underwent aphemls when their PB CD34+ cdl aunts rose above 2041. and 
were than randomized b receive either unseparated PH cells (target number of cells to be collected = 2 5  x 

106 CD34+ celUkg), or seiacbed CD34+ celb (target number of cells to be collected = 5 x lo6 CD34+ 
cdlskg). Patients who were alkcaded to the study arm had an addiial1.5 x lo6 CD34+ cedWkg collected 
as a badcup. Out af the 27 patienfs who signed Zhe imbrrned consent 6 did nat achieve adequate mabilization, 
and were therefore M-sbdy. 11 patients went into the control arm, and 10 went into the study arm. CD34+ 
cells were selected wing the ISOLEXQP 300 SA device, according to the manufacbrefs mmrnendations. 
Patients in tbe study gmup had on average 1 .a separations. 2 out of 10 patienCP in the study group were 
simultaneausly infused with the selected a?Us and the badcup, b u s s  the numbers of selected CD34+ celh 
were 1 .O1 and 0.43 x & k g .  An average number of 6.2 x 106 CD34+ cdstkg and 4.9 x 106 CD34+ cellsntg 
were ayopreserved and reinfused aftaf completion of highdose chemotherapy in the 11 control and 8 study 
patients respectively (not including the backup collection for the latter). Granulacyte and platelet recovery in 
the 8 patients who received only selected C1)34+ cells was similar to htmatopoietic recoyery in the 11 patients 
in the control arm None of these patients required reinfusion of the backup, and no side-effects were 
obsemed. We condude that selected P8 CD34+ ceUs support adequate hematopoietic recovery in breast 
cancer patients, atttrough the use of this technology may tie limited by poor mobilization in a proportion of 
candidates. Data on the aetection of residual tumor cells and dinical outmrne will be presented. 
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