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HEALTHCARE QUALITY PLAYING FIEL

A Highly regulated, and focused on patient safet
A Conservative, riskaverse

A Relatively long development cycle
A Innovation emphasis on R&D
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Figure 3.Probability of success from stage of development. This figure shows the probability of drugs successfully making it to
market according to key milestones in the development process. (Source: Arrowsmith, J. (2012). A decade of change. Nature Reviews
Drug Discovery, 11, 17-18.)
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N E E D S FDA's Role in a New Era of Medical Product Development

A FDA workingto respond 3
to, anticipate, and help driv@t
scientificdevelopments

A FDA definingand clarifying
regulatory pathways and
policies

A Establishing a bad
Quality professionals$o
anticipate and prepare for
the changes to come with
newtechnologies
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HEALTHCARE QUALITY INFLUENCEI
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QUALITY FOCUS

A Best patient and business outcome

A Regulatory, in conjunction with FDA goal that
oproduct s mea applicable e nt |
requirements and specificatiams

A Environmental (Internal)
A Environmental (External)

Regulatory
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QUALITY IN THE PRODUCT CHAIN

GMP GDP GPP

GIP Pharmacovigilance

IL
A
A
[
e |

L
)
b

Og ﬁ" @ > s
&7 =5 W w

¢
&

API
Raw Materials Excipient Finished Product Distribution Delivery  Use
Packaging

22nd Annual Conference on Quality in the Space and Defense  Industries
February 23624, 2015 ACape Canaveral, FL



REGULATORY INITIATIVE

A FDA Safety and Innovation Act 2012 (risk
management, global focus, enhanced tools)

A FDA Drug Quality and Security Act 2013
(Track and Trace)

A EMA Falsified Medicines Directive 2013
(authenticity, controls, documentation)

A FDA Unigue Device ldentification Guidance
2014 (safety, survelllance)

Manutacturer
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COMMERCIAL CHANGE:!

A Actavisd Allergan
A Pfizerd Wyeth

A GlaxoWellcome d SmithKline Beecham
A Tevad Barr

A Merck & ScheringPlough
A Abbott 8 Solvay

A etc.
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SAFE SUPPLY Business Continuity Institute
SUPPLY CHAIN RESILIENCE 2014
FOC U S An international survey to consider the origin,
causes & consequences of supply chain disruption
A Extended supply

chains
A Growth in

outsourcing
A Decentralized
controls
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COST OF POOR QUALITY

epartment of Health & Human Services
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