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A robust quality culture is:

Vigilant and Proactive

* Patient-focused

e Science and risk risk-based

* Able to identify issues while they are still
small

7’:!
7]

FDA CoE Conference September 2021, Establishing a
Culture of Quality, Rick Friedman®¥ R E#l LVY5|

* Readily meets Good Manufacturing Practice

* Responsible for assuring any supplier or

contract site is qualified to do the function,

and performed it satisfactorily

* Supportive of business needs because
assuring quality creates higher yield,
dependability, and sustainability

It should not be:

* Reactive or defensive (issues should be
surfaced)
e Solely a procedural approach (only

“planplan-do” without “check check-act”)

https://www.fda.gov/media/156357/download?attachment
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