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The sponsor must submit the clinical trial application to both the DCGI and

the EC. The EC must grant a separate approval for each trial site to be used,

Select One or More Topics and the DCGI must be informed of each approval. The process for submitting
the clinical trial application to the DCGI is outlined below, whereas each EC
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Assembly and Number of Copies
Two hard copies and two soft copies (i.e., CDs in PDF format). Electronic
Clinical Trial Lifecycle submissions have not yet been fully implemented.
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Council {(MCC) and an accredited ethics committee (EC) may be conducted in
parallel. The applicant must notify each regulatory body of the other’s
approval once it has been received. In addition, each EC has its own required
submission procedures, which can differ significantly regarding the number of
copies to be supplied and application format requirements.

Assembly and Number of Copies

All applications must be submitted in duplicate with two electronic copies
(including, but not limited to: application form (sections 1-3), the protocol,
the investigator’s brochure, and/or other relevant documents). An additional
25 copies of the application form itself must also be submitted, and labeled
diskette(s)/CD-ROM(s) (MS-Word or rich text format) with a list of files
included on the diskette/CD-ROM(s).

Language requirement: English
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