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New Product Development Checklist
Phase 4: Process Validation & Regulatory Filing

	� Update risk management plan

	� Packaging process OQ

	� Process OQ

	� Conduct production readiness builds (pre-PQ)

	� DCR manufacturing documents

	� Packaging process PQ

	� Process PQ

	� Label ECO release

	� Complete label proofs

	� Finalize supply agreement

	� Finalize quality agreement

	� Regulatory filing


