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Abstract:

To reduce the unacceptably high variation associated with enumeration of CD34" cells, international guidelines
have been formulated and periodic external quality assessment (EQA) programs have been implemented in Europe
and the USA. In Japan, a variety of flow cytometric methods are used for CD34" cell enumeration due to a lack of stan-
dardization. Since no data are available regarding the degree of measurement variability in Japan, we performed an
EQA of CD34" cell enumeration for the first time. 115 laboratories across Japan that routinely enumerate CD34" cells
participated in this program. Two commercially available, stabilized, whole blood CD34 " samples were used. Coeffi-
cients of variation of the measurements were 18.7 and 24.7%, and some outliers were found. We used the standard de-
viation index to evaluate each laboratory. Each laboratory was also requested to provide related methodology details
by completing a questionnaire. The number of single/dual platform methodology users was 93/22, and the number
of ISHAGE/non-ISHAGE gating strategy users was 100/15. Many participants used the international standard meth-
ods, and their results showed less variation. Repeated external quality assessment has been reported to reduce the
inter-laboratory variation and promote standardization of CD34" cell enumeration. Therefore, it is extremely impor-

tant to continue this survey.
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