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eCTD Next Major Version(NMV)

Project Steps
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RPS: Regulated Product Submissions

DSTU : Draft Standard for Trial Use



ICH Testing Support
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eCTD Timelines — Options/Issues

Yes Second round
DSTU

Review comments

Normative
standard




eCTD NMV Timeline

201 2012 2013
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ICH Meetings . . . .
Finish ICH Reguirements
Develop Draft ICH 1G
HLY DETU Ballot OsTU
Step 2 for testing (Feasihility
Update ICH 1G
Feasihility Testing Review (go/no
FDA Legal Review of 1G
Translation of ICH 1G to Japaness
HLT Mormative Standard Ballat Rlormative
Update ICH 1G
Step 2 Sign-off
Step 3
Subirmit to 150 (duration TBD)
Update ICH 1G
Step 4 Sign-off

Step 2 for Testing : Start June 2011
Testing complete : February 2012

Step 2 : August 2012
Step 4: February 2013
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Cincinnati(20114E6 A ) T®Face-to-face meeting




