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Quality Culture ;3
The collective attitudes, beliefs and behaviors of an organization and of individuals
in the organization related to delivering quality pharmaceutical products to the

patient.
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The Metrics of Quality Culture
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FDA’s proposed guidance for quality metrics raises questions about quantifying the tangibles
and intangibles of quality culture.
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Sep 02, 2015 By Andrew Harrison, Susan J. Schniepp

Pharmaceutical Technology Volume 39, Issue 9, pg 22-25
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https://www.fda.gov/downloads/drugs/guidances/ucm455957.pdf
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* Lot Acceptance Rate (LAR) oy b EEE

¢ Product Quality Complaint Rate (PQCR)  # &%

¢ Invalidated Out-of-Specification (OOS) Rate (IOOSR) Hi il & & E IR TD O0S D

Quality Culture- The What &b & 13 ?

* Quality culture starts with leadership that understands that human behavior and
motivations are critical to meeting ongoing quality requirements, and naturally emphasizes
continuous improvement of processes.

*Defined as the shared beliefs, values, attitudes, and behavior patterns that characterize the

members of an organization.
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