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Step 4 | Adoption of an ICH Harmonised Guideline
Regulatory consultation and Discussion

a. ICH Parties consensus on Technical Document / b. Draft Guideline adoption by Regulators

Consensus building - Technical Document

T~ Ref: ICH website - Formal ICH Procedure
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AET: Analytical Evaluation Threshold, SCT: Safety Concern Threshold
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* Introduction

» Scope N5 —EHROFIF

* Risk Assessment and Control of Extractables and Leachables
* Analytical Evaluation Threshold e
« Chemical Testing and Assessment

- Safety Assessment RHBOR

« Documentation and Compliance

* Risk Review/Lifecycle Management

 Glossary, References, Appendices
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ICH Q3C(R8) 000241452.pdf (pmda.go.jp)

Q3C Support Documents
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ICH M7(R2) Addendum 000252115.pdf (pmda.go.jp)
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