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— Efficacy (E2B(R3), E2C(R2))
- Safety (S1, S10)
—- Quality (Q3D, Q7IWG)

— Multidisciplinary (M1PtC, M2, M5, M7, M8)
e GCG (Global Cooperation Group)
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- E2B(R3): Electronic Transmission of ICSR, Implementation
Guide

- E2C(R2): Periodic Benefit Risk Evaluation Report (PBRER)
- M8:V1.23 of the Change Request/Q&A document
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- Step4:Implementation Guide
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- Step4
e R2: Periodic Benefit Risk Evaluation Report (PBRER)
e R1: Periodic Safety Update Report (PSUR)
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- Regulatory Notice Document (RND)
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_ Q&A
e \What to do / How to do
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- E2B, E2C, M5, M8
- HL7, ISO
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- 1G(67)
- Maintenance Organization
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- Step 4
e V1.23 of the Change Request/Q&A document

- Endorse
e eCTD v4.0 test plans (step2 for testing)
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