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•Process monitoring
−Safety
−Quality

•Analytics
−Trend
−Alerts

•Continuous Process Improement

Reduce Recall Risks
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Data Collection & Reporting
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Alerts & Alarms
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Real-Time Operational Decision Support 
Analytics
• SPC is the appropriate 

technology and methodology to 
meet the current needs of 
manufacturing that call for data 
analysis to provide:

• Ability to measure ROI on 
systems investment 

• Timely and effective analysis 
summaries and reporting 

• Predictive capability 
• Identifiable benefits (lower costs, 

higher yields) 
• Support immediate actionable 

decision processes based upon 
results 
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• Reduce Recall Risk
• Process Monitoring – safety & quality
• Analysis – trend/alerts
• Feedback to system/awareness/response; refer to 
PRP talk

• CAPA – management visibility
• Talk to appropriate levels of company – role 
specific visualization

• Risk & liability 
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Process Aware Enterprise
• Sometimes our 
production systems are 
not up to snuff.

• We need to know that 
and make the 
corrections and be able 
to document it.
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•Record Error
•Correction
•Prevention
•Visibility to Management
•Support Continuous Improvement

ACCA / CAPA
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• Know what is happening
• Make it better, keep ahead of entropy
• Know when it is going bad
• Know when you are at risk of shipping bad stuff
• Know that you have corrected the problem
• Know that you have prevented reoccurrence
• Demonstrate that you have done it – process 
transparency 

Risk Reduction
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