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Forces impacting 

Quality in healthcare 

manufacturing 

New Technology 

Internal Change 

External Threat 

Tools and Techniques 

for Quality 

Adaptation 

Prioritization 

Optimization 

TODAY 

Objective Focus 
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HEALTHCARE QUALITY PLAYING FIELD 

ÅHighly regulated, and focused on patient safety 

ÅConservative, risk-averse 

ÅRelatively long development cycle 

ÅInnovation emphasis on R&D 

N Engl J Med 2013; 368:2043-2045 
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ANTICIPATING 

QUALITY 

NEEDS 

ÅFDA working to respond 

to, anticipate, and help drive 

scientific developments 

ÅFDA defining and clarifying 

regulatory pathways and 

policies 

ÅEstablishing a basis for 

Quality professionals to 

anticipate and prepare for 

the changes to come with 

new technologies 



22nd Annual Conference on Quality in the Space and Defense Industries  

February 23ð24, 2015  Å  Cape Canaveral, FL 

HEALTHCARE QUALITY INFLUENCERS 

Parenteral Drug Association 
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QUALITY FOCUS 

ÅBest patient and business outcome 

ÅRegulatory, in conjunction with FDA goal that 

òproducts consistently meet applicable 

requirements and specificationsó 

ÅEnvironmental (Internal) 

ÅEnvironmental (External) 
Regulatory 

External Internal 

Quality 
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Finished Product Raw Materials 

API 

Excipient 

Packaging 

Distribution Delivery Use 

GMP 
GIP GDP 

GPP 
Pharmacovigilance 

QUALITY IN THE PRODUCT CHAIN 
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REGULATORY INITIATIVES 

ÅFDA Safety and Innovation Act 2012 (risk 

management, global focus, enhanced tools) 

ÅFDA Drug Quality and Security Act 2013 

(Track and Trace) 

ÅEMA Falsified Medicines Directive 2013 

(authenticity, controls, documentation) 

ÅFDA Unique Device Identification Guidance 

2014 (safety, surveillance) 
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COMMERCIAL CHANGES 

ÅActavis ð Allergan 

ÅPfizer ð Wyeth 

ÅGlaxo Wellcome ð SmithKline Beecham 

ÅTeva ð Barr 

ÅMerck ð Schering-Plough 

ÅAbbott ð Solvay 

Åetc. 



22nd Annual Conference on Quality in the Space and Defense Industries  

February 23ð24, 2015  Å  Cape Canaveral, FL 

SAFE SUPPLY 

FOCUS 

ÅExtended supply 

chains 

ÅGrowth in 

outsourcing 

ÅDecentralized 

controls 
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COST OF POOR QUALITY 


