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PIC/S PE 009-17 Guide to Good Manufacturing Practice for Medicinal Products, 25
August 2023

ICH Q8 (R2) Pharmaceutical Development, 2009

ICH Q9 (R1) Quality Risk Management, 2023

ICH Q10 Pharmaceutical Quality System, 2008

ICH Q11 Development and Manufacture of Drug Substances (Chemical Entities and
Biotechnological/Biological Entities), 2012

PIC/S PI 002-3 Recommendation on Quality System Requirements, 25 September 2007
PIC/S Pl 054-1 2 Appendices Recommendation How to Evaluate and Demonstrate the
Effectiveness of a Pharmaceutical Quality System in Relation to Risk-based Change
Management, 15 July 2021

PIC/S Pl 038-2 Aide-memoire Assessment of Quality Risk Management Implementation, 1

January 2021

@o) WHO TRS 1044 Annex 6, Good Practice for Research and Development Facilities of

Pharmaceutical Products, 2022



@®) WHO TRS 1044 Annex 7, Good Manufacturing Practices for Investigational Products, 2022

o) US FDA Guidance for Industry, Quality System Approach to Pharmaceutical cGMP
regulation, September 2006

em) WHO draft guidance, Deviation handling and Quality Risk Management, July 2013

e<) US FDA Guidance for Industry, Investigating Out of Specification (OOS) Test Results for
Pharmaceutical Production” October 2006

e<) UK MHRA Guidance, Out of Specification Investigations, 2013

e%) UK MHRA Guidance, Out of specification & Out of Trend investigations, 2017

@e/) Guidance for industry: Product Quality Review Version 1.1, Pharmacy and Poisons Board
of Hong Kong, 2024

ew) Performing product quality reviews (PQRs) for listed and complementary medicines,
Australian Government, Department of Health, Disability and Aging, Therapeutic Goods
Administration, 25 September 2024

o®) ISPE Guide, Process Performance and Product Quality Monitoring system

o) ASEAN Variation Guideline for Pharmaceutical Products, 2021
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