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[A maximally efficient, agile, flexible pharmaceutical manufacturing sector that
reliably produces high gqualitydrugs without extensive requlatory oversightl
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[ Culture of Quality beyond Compliance]

(A2 FAT7 >R ZBAIz. MEERDEN)
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1) Pharmaceutical Quality Assessment Workshop, Oct 2005.
PDA. 2) https://www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cder/ucm128080.htm
Q@? "Pharmaceutical Quality for the 21st Century A Risk-Based Approach Progress Report" (May 2007)
3)PDA/FDA Joint Regulatory Conference, Sep 2014.
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6. Organisational Influences on Successful Data Integrity Management

6.3 Quality Culture

6.3.1 Management should aim to create a work environment (i.e. quality culture) that is
transparent and open, one in which personnel are encouraged to freely communicate failures
and mistakes, including potential data reliability issues, so that corrective and preventive actions
can be taken. Organisational reporting structure should permit the information flow between

personnel at all levels.
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