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INTRODUCTION RESULTS

Biopharmaceutical manufacturers are facing increased pressure to be faster to market, The Oceo Rover’s functionality provides equivalent hydration performance with

while reducing costs and without compromising patient safety. There has been enhanced reproducibility and consistency in less time. CONSISTENCY OF PROCESS RUNS
optimization throughout the upstream and downstream processes, resulting in more
efficient and productive facilities. Although, one part of the biopharmaceutical
manufacturing process has been overlooked. As a supporting process, the production
of media, feeds, and buffers from stock powder has been neglected as an area for
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optimization, and as such, it has now been recognized as a major source of inefficiency. Amino Acid Concentrations e A A4 L\——“F NN =
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* Batch-to-batch consistency Figure 1. Amino acid levels meet release criteria. The data presented here represents 12 runs

» Sterility in the Oceo Rover versus 1 control run of liquid IMDM.
FUJIFILM Irvine Scientific developed a solution Vitamin Concentration Figure 4. WFI| supply pressure, flow rate, conductivity, and filter pressure traces were reproducible
to address these issues - the Oceo Rover, an 450 for ni.ne 100 L Oceo Rover batches. The consistency of the Oceo Rover process leads to a more
automated hydration solution for media feeds and i, SN 4.00 . consistent product.
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media are split between the primary and secondary Figure 2. Vitamin levels meet releasg cr.iteria. The data presented here represents 12 runs in the 0 100 200 300 400 500
hydration cartridges to ensure the correct hydration. Oceo Rover versus 1 control run of liquid IMDM. Time (minutes)
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hydrated media flows out of the top of the cartridge. pH AND OSMOLALITY

Figure 5. 100 L IMDM runs (n=9)* were performed in the Oceo Rover and each took 17 minutes.
One 500 L Oceo Rover run was performed and took 1 hour and 30 minutes, and a second 500 L

PH and Osmolality run was performed with an optimized automation recipe that only took 1 hour and 10 minutes. The

324 1,000 L Oceo Rover run took 2 hours and 30 minutes. 6 IMDM manufacturing runs from 247-2,250 L
were evaluated and took 3-8 hours. The runs performed in the Oceo Rover had more consistent
production times batch-to-batch than the manufacturing runs. The 1,000 L Oceo Rover run was
significantly quicker than the 3 manufacturing runs that were less than 500 L volumes.
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OBJECTIVE

The purpose of this study is to prove equivalence, consistency, and efficiency of the Oceo
Rover compared to conventional media preparation systems. This poster compares 12X
IMDM runs in the Oceo Rover to conventionally-prepared IMDM. IMDM was chosen for
this study because it’s formulation is published, and therefore amino acid and vitamin
data, normally considered proprietary, could be shared.

pH or mOsmol/kg

The Oceo Rover produces equivalent media in a more consistent and shorter time
(100 L in an average of 17 minutes, comparatively 2-fold to 5-fold faster) compared
to manual media preparation and uses fewer resources when compared to conventional
stainless steel or single-use systems. The Oceo Rover provides flexibility and efficiency
to the media and buffer hydration process, delivering consistent solutions on demand.
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Figure 3. The pH and osmolality meet release criteria. The data presented in this graph is from
12 Oceo Rover runs and 6 manufacturing runs of IMDM.



