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Section 4 Clinical Trials Preparation

405 n1sA2auinN151iINAISNAaaININAALIN (
Regulatory Approval)

1. ww3aunisiuaaauaandasaeiznusiuianis3da (IND)
(Prepare Investigational New Drug (IND) application)

2. sHus uzaafIuULAd NNSHAR Lazn1sAIuaN (CMC)
(Compile Chemistry, Manufacturing, and Controls (CMC)
information)

3. AanvinadaK3Iia (Prepare Investigator's Brochure)

4. fluaaaauainaanIaIuAIAuaLa (Submit regulatory

Q 4

application)

5. aaua1auINuILIuAIAUgLA (Address regulatory
authority questions)

6. lasuauaunaTuiigtiiun1s3danivadiin (Obtain clinical
trial authorization)
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