PAT Business Case

e ECONOMIC COST/BENEFIT e SUSTAINABILITY & EFFICIENCY
* Capitalinvestment, development, training, LCM costs e Carbon footprint reduction (energy, solvents,
* Reduced offline QC testing (in-process, release) consumables)
* Fewer lost batches * Water reduction (washing of lab glassware, buffer
 QUALITY reduction)
« Reduced variability via control or continuous improvement * Efficiency (end-point determination, reduced hold times,
» Improved assurance of Quality via large-N sampling no invasive sampling)
e« SPEED e SAFETY
» Accelerated development — knowledge, decisions, etc. * Elimination of physical sampling

mmmn  Process development
Automation Information technologies

Potential Business Case Contributors:
From PAT Monitoring & Control Roadmap
(BioPhorum, Sept 2024)
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Manufacturing

s  Business strategy analyst

* What elements have either WORKED or FAILED in your pitches to senior stakeholders?
 What best practices have you identified for building (or pitching) a business case?
* For successful PAT implementations, what were the big benefits captured?
* ANY NOVEL (AND/OR INTANGIBLE) BENEFITS THAT CAN BE SHARED FOR FUTURE BUSINESS CASES?
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