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» Good Practices for Data Management and Integrity in
Regulated GMP/GDP Environments (PIC/S, DRAFT PIC/S
GUIDANCE, August 2016)

» Data Integrity and Compliance With CGMP (USFDA, DRAFT
GUIDANCE, April 2016)

» Points to consider Code of Conduct for Data Integrity(PDA,
May 2016)

» Guidance on Good Data and Record Management
Practices (WHO Technical Report Series No. 996, 2016 -
Annex 5)

GAMP Guide: Records & Data Integrity (ISPE,2017)

‘GXP’ Data Integrity Guidance and Definitions (MHRA,
March 2018)

» Data Integrity Management System for Pharmaceutical
Laboratories (PDA Technical Report No. 80, August 2018)
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