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« “Quality” s : the standard of something as
measured against other things of a similar kind;

the degree of excellence of something. :
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Figure 1. Sterilized and contaminated dextrose infusion bottles.
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- Submission of Quality Metrics Data Guidance for
Industry (DRAFT GUIDANCE) (2016%F)

https://www.fda.gov/files/drugs/published/Submission-of-Quality-Metrics-Data-
Guidance-for-Industry.pdf

Z DEFR

* (571 M) https://www.pda.org/docs/default-source/website-document-
library/chapters/presentations/australia/quality-metrics.pdf?sfvrsn=1e188f8e 4

* (2019%)

https://staticl.squarespace.com/static/58d0113a3e00bef537b02b70/t/5¢8bb161419202
30d717e2c8/1552658814824/PL 2019 Maguire FDAQualityMetrics.pdf

(20194F) Quality Metrics: The Journey to Value (V) > Z38sHiA )
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(1/4)

Londa Ritchey, “The Missing Links For Strong Quality Culture: Skill Definition & Assessment,”

Pharmaceutical Online, Guest Column, May 4, 2020. (U2 #%1Y))

Ty TV s (RbhiR) L3, £EYMFORETHY ., &
L BIETEYDEILBIEZELSHE L TRERIC, ERELFR

\F7-889 (RifR) 2L X3, COERTII.

Quality Culture®

M dHEEIC [RBLEINTVLERHRA] EWVLWHSEKTY

The Missing Links For A Strong Quality Culture: Skill
Definition & Assessment

By Londa Ritchey

We've heard many times how important culture is .' 1
to the successful execution of strategy. Certainly,
pharma and biopharma leaders understand how a :\
strong guality culture accelerates the path to R
strategic success. To drive improvements in
quality culture, industry needs tangible measures
of the seemingly intangible behaviors related to :
culture. The result is checklists and assessments of SRS
what to look for when evaluating quality culture
among internal and external parties. Generally,

mitigating these assessments includes creating

Pharma Solutions Co., Ltd.
Z7Ne « J)a—a XSt

mEX{t (Quality Culture) & lIfah :

AYX - UyF— SA

Londa Ritchey is principal

consultant at LRitchey GMP
Services, LLC, focusing on risk-
based solutions for quality
systems implementation and
remediation.
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