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Clinical Trial Application

Initial Submission for GCT
Phase Ill in CT-05 for on
CDSCO online SUGAM Portal

Review of the application for
any deficiency by CDSCO

Query may raise by
CDSCO if any deficiency
of documents observed

l

CDSCO will invite applicant for
Subject Expert Committee (SEC)
meeting to give technical
presentation for the application

Medical Team of Cliantha
attend the SEC meeting
for technical presentation

On the basis of recommendation of SEC committee
for either approval/approval after recommended
changes in protocol/reject

CDSCO approves
Phase Il study

Clinical Trial application
approval timeline -

90 working days
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