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More than 50% of chief 
executives believe that 
their business model is 
currently undergoing a 

fundamental 
transformation 

Source McKinsey @ Annual  ISPE Las Vegas 2014 
Why we should embrace cross industry learnings - ILA London October 2015 



Why we should embrace cross industry learnings - ILA London October 2015 



Why we should embrace cross industry learnings - ILA London October 2015 



Quality Maturity assessment across industries 
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• Understanding scientific and quality processes 
• Assure at-the-source self-documenting data integrity 
• Ability to integrate on & off-line data Source: McKinsey & Company - From Measuring 

Failure to Building Quality Robustness in Pharma 



US FDA Observations Summary (2013) 
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CURRENT GOOD MANUFACTURING PRACTICE FOR FINISHED PHARMACEUTICALS 

+50% Data Integrity citations 
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DATA INTEGRITY 
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Self-documenting processes 
Reducing DI at the source 
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• Establish common data structures, nomenclatures, understanding of data, security 
• Establish cross functional data integration (laboratory, sensors, external sources) 



Adopt and use data industry standards & processes 
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“Yes, we have enough 
power for your 

equipment” 



Common understanding is as important as data standards 
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Courtesy of Waters Corp. 

Ability to integrate on & off-line data 
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• Apply advanced life cycle view based statistical analysis. 
• Explore iterative /heuristics models to enhance and increase speed 



Iterative processes 
Common practice in many industries 

Development of a control 
strategy for a product is an 
iterative activity as 
knowledge about the 
product and manufacturing 
process evolves 
 
Knowledge is also shared 
between development and 
supply over the product 
lifecycle to enable continual 
improvement 
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Target product Profile 

CQA’s 

Risk Assessment 

Design Space 

Control Strategy 

Life Cycle management 
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• Harmonize / redesign processes to embed rules in the workflow across silo’s 
• Reduce, simplify & automate based on risk assessment process 
• Reduce, simplify, & automate execution step processes 



Source AMR/Gartner 

Familiar? 
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If you can’t describe 
what you’re doing as 
a process, you don’t 
know what you are 

doing. W. Edwards Deming 

http://www.youtube.com/embed/8ckn9KjkgK0


Learnings & Observations 
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Example: JANUVIA ™ RTRT  
QA vs QC  
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Manufacturing Floor  
NIR Composite Assay 
On-line Dosage Uniformity by 
Weight 

Traditional Release  
Approach 
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HPLC 
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• Establish Sr. management commitment and involvement 
• Cross departmental, empowered, operational functional teams.  
• “What’s in it for me” change management acceptance including training 



Knowledge Management 

ICHQ10 Pharmaceutical Lifecycle Quality System  
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Management  Responsibilities 

Process Performance & product Quality Monitoring System 
Preventive Action / Corrective Action (PACA/CAPA) system 
Change Management System 
Management Review 

Quality Risk Management 

GxP 

4 PQS 
elements 

Enablers 

Pharmaceutical 
Development 

Research 

Source 
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Why we should embrace learnings from other industries 
Summary 

• Automotive industry - Consumer driven quality 

– Move from inspection based QC to build-in Quality 

• Aerospace – Safety based quality 

– Pervasive pro-active quality mind-set 

• Semiconductor – Yield driven quality 

– Standardization and platforming 

• Food & Beverage 

– Efficiency and continuous processing 
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