Biopharmaceutical Consortium
Developing Next Generation Bioprocessing Technology
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Biopharmaceutical Consortium
- Strategic Expansion of Mass BioManufacturing Center
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4 Biopharmaceutical Summit (2015)
May 18-22, 2015, Univ. of Massachusetts Lowell

Biopharmaceutical

Summit 2012

Biopharmaceutical Process and Quality Consortium

Summit

FRIDAY, A

2~ Biopharmaceutical

2013

Biopharmaceutical Process and Quality Consortium

| 3™ Biopharmaceutical

Summit 2014

MAY 27-30, 2014

May 29-30, 2014: Workshop on PAT and Qb0 in Biopharmaceutical Industry
May 27-28, 2014: Advanced Training on PAT and ObD Principles in Biopharmaceuticals

Hosted by Biopharmaceutical Process and Quality Consortium (BPOG), Massachusetts BioManufacturing
Center (MBMG), University of Massachusetts Lowel], Mass Biologics (UMass Medical Schoof)

Inn & Conference Center, Lowed MA
University of Massachusetts Lowell
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Special Issues in
Biopharmaceuticals : Workshop
(May 2-22)

Advanced Training in
Biopharmaceutical : Advanced

Training (May 18-29, 2015)

Question: bpgc@uml.edu



2014 Engineering Process Analytics (Graduate
Course)

Student’'s Term Paper Project
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BiOPT - Biologics Optimizer

*Raw material characterization

*Robust Cell-culture Diagnostics Tools
*Robust Predictor of Product Quality Attributes
*Downstream Performance Estimator

*Design Space Tool

Batch Controller




Scores on second PC (10.89%)

scores on third PC (10.78 %)
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OPT

M1. Raw Material Assessment and Screening
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composition of soy

hydrolysates.

scores on third PC (0.11 %)

scores on first PC (51.38 %)
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BiOPT
Module 2. Cell-Culture Diagnostics
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BiOPT
M3. Product Attribute Predictor

77 oligosaccharides, 95 reactions



BiOPT

M5. Design Space Exploration

The probability estimation,;
Presents low risk region in a Sweet Spot type plot

The probability acceptance region = a good estimation of Design
Space

Classical Sweet Spot=Y1(-280) ., e i it Probablllty Contour Plot

Sweetspot probability, %Failure for Y1+Y2+Y3
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The low risk region is significantly smaller than the corresponding
classical sweet spot region




