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Abstract

Oligonucleotide production in cGMP facilities typically involves large volumes of product (> 20 L) that require
sterilization-grade filtration prior to Iyophilization in order to remove potential contaminants. To streamline the current
practice, a pump-driven filtration was performed using a pre-sterilized capsule filter with a 0.45/0.2um pore size PES
filter. This approach increased efficiency of the filtration process with no measurable impact on product integrity as
well as eliminated the cumbersome use of 1 L sterile vacuum filter flasks. Here, we show that capsule filtration is an
easy scalable process as it was successfully applied to multiple manufacturing campaigns (up to 30 L). Additionally, it
is as robust as the sterile single-use filtration systems, but significantly more efficient with less potential for

contamination and less burden on operators.
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4L 0 CFU/g 30 min 60 min
6L 0 CFU/g 45 min 90 min
20L <20 CFU/g 75 min 200 min
30L 0 CFU/g 90 min 300 min
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Figure 1. Diagram of pump-driven filtration setup with
capsule filter.
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