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3,· Please provide relevant data, including representative copies of gels,. specific lot
numbers and quantities of samples used, to confirm results described in the Purity
and Identification by SOS-PAGE Assay validation report of September 23, 1999.

4. Please provide relevant data, including representative chromatograms, specific lot
numbers and quantities of samples used, to confirm results described in the Purity
Assay for Leu Tech Protein Materials by High Performance Size Exclusion

. Chromatography (HPSEC) validation report of November 2, 1999.

5. Please validate the Particulate Matter by USP <788> assay for use with your Leu
Tech ™ drug product since an analysis of your stability data suggest that it may
serve as a useful stability indicating assay.

6. Please submit additional stability data on Leu Tech ™ Lots 882-23-0001,882-23
26047,882-23-47313, and 882-23-47314 to support the proposed expiration date of
24 months.

7. Please determine and submitthe routine number of logs reduction for residual
provided by the current purification process for each lot of partially reduced IgM or
provide data showing that each lot of partially reduced IgM Leu Tech has levels of
residual below the specified limit of
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