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Background: The detection of tumor cells (TCs) in apheresis products (AP) remains a crucial issue. The sensitivity and specificity of the methods used and the number of analyzed cells are variable. To address this question, we prospectively analyzed the APs from patients with neuroblastoma by an automatic immunofluorescence plus FISH (AIPF) device. 

Methodology: We analyzed 55 APs from 21 patients (median age 2.01 years, 0.49-19.46; 9xfemale, 6xmale, 18xstage 4, 2xstage 3, 1xrecurrency). Apheresis procedures were performed at median 97d (20-346d) after diagnosis. Before cryoconservation a sample was taken from the APs for TC analysis [Ambros et al. Cancer Lett. 2003, 197: 29-34.]. We calculated the maximum amount of non detected TCs by the 95% limit of the binomial distribution. 

Results: The APs contained in median 3.787x10E9 MNCs (1.49-24.8). The analyzed samples contained in median 2.6x10E6 MNCs (0.45-6.25). In 6/55 APs from 4 patients (3xstage 4, 1xrecurrency) we found TCs by the AIPF method corresponding to a detection limit of 1 TC in 1,733,333 MNCs (450,000-3,120,000). This figure corresponds to a total contamination of 4,638 (1,085-17,600) TCs in the AP. In 49/55 AP we found no TCs (detection limit <1 TC out of 2,600,000 MNCs). This results in a possible contamination rate of 1,000-24,000 not detected TCs in the AP.

Conclusion: We found only a low number of TC contaminated APs by the AIPF method, we have to keep in mind that up to 24.000 TCs could be present in the AP which were not detectable with the number of cells available for analysis. This possible contamination on outcome should be addressed in

prospective trials. 
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