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1.0 — Introduction / Objectives
1.1— Objectives of the Guideline
1.2 — Background
1.3 — Scope
1.4 — General Principles
2.0— Guidelines
2.1 — Biological properties
2.2 — Analytical
2.3 — Non-clinical
2.4 — Clinical
2.5/2.6 — Transmission
3 — Glossary

EU/EFPIA + EFTA
EU/EFPIA + EFTA
EU/EFPIA + EFTA
EU/EFPIA + EFTA

MHLW/JPMA + HC
MHLW/JPMA + HC
FDA/PhRMA
FDA/PhRMA

EU/EFPIA + EFTA

All regions for each part
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