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@®Subjectivity in QRM

@Risk-Based Decision-Making

®Product Availability

@Formality in QRM

®Risk Review

®Hazard Identification
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* Key concepts of how ICH Q8, Q9 and Q10 integrate together

1. The Pharmaceutical Quality System (PQS) Framework of ICH Q8,

Q9, and Q10

o Context and benefit of the 3 guidelines
o PQS framework - Lifecycle approach, QRM and KM

2. PQS at Development Stage (Q8)

o Process using QRM and establishing initial control strategy
o Process design and initial design space

3. PQS at Commercial Manufacturing Stage (Q10)
o Manufacturing and Inspection
o Lifecycle QRM and Continual Improvement
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https://www.pmda.go.jp/int-activities/int-harmony/ich/0050.html
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Thank You



	ICH Q9(R1) Training Group�Quality Risk Management
	本日の内容
	ICH Q9(R1) の概要
	ICH Q9(R1) Working Group活動経緯
	ICH Q9(R1) の関連教育資料
	Q8-Q9-Q10 Implementation
	Q8-Q9-Q10 Implementation
	ICH Q9ブリーフィング・パック (1)
	ICH Q9ブリーフィング・パック (2)
	Before the ICH Singapore Meeting
	After the ICH Singapore Meeting
	Conclusion
	Thank You

