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Considerations on CMC R&D characteristics and technical requirements for

innovative drugs
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Abstract: As R&D of innovative drugs is an exploratory process, the research and evaluation of innovative drugs should follow its own

rules. Based on INDs review experience, referring to FDA and EMA’s guidelines on CMC information of INDs, this article is intended

to introduce CMC R&D characteristics of innovative drugs, and discuss the phase-dependent CMC requirements for INDs.
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